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HFC"Jct{cpc 

The northern belt of India is set to benefit 

tremendously with the intensified action 

against spurious drugs and illicit narcotic 

drugs and psychotropic substances 

(NDPS). The Food and Drugs Administration 

Haryana (FDA Haryana) recently organized a 

high-level, cross-boundary, interstate 

coordination seminar in Chandigarh an 

unprecedented event for any state 

government. 

Not just any run-of-the-mill gathering, this 

was a high-level, milestone meeting that 

included drug regulators from seven states 

and important enforcement officers from the 

CID and Police Departments. 

The assembly is a pivotal move toward 

drafting a cohesive regional enforcement plan 

to combat cross-border drug trafficking. 

Yj{" ku" Kpvgt-Uvcvg" Eqqtfkpcvkqp"

GuugpvkcnA 

The core objective of the seminar was to 

take mutual coordination and 

rapid intelligence sharing to the next level 

among adjoining jurisdictions that need to be 

on high alert. 

Drug traffickers of counterfeit 

medicines and diverted NDPS drugs that 

have transformed into 

dangerous intoxicantuse donôt recognize 

state boundaries. 

According to Lalit Kumar Goel, Haryanaôs 

State Drug Controller (SDC), this high-level 

gathering was all possible from the strategic 

foresight of the leaders of FDA Haryana who 

(Continued on page 17) 

Ncpfoctm"Ugokpct"d{"HFC"Jct{cpc 
qp"Urwtkqwu"ftwiu"cpf"PFRU"Okuwug 

Published on 1st day of every month 

https://www.dcoiwa.com/
https://thehealthmaster.com/


 

2 

 

Editor-in-Chief: 

Rakesh Dahiya 

 

Co-Editor: 

P. K. Jaggi  

 

Editorial Board: 

A. Manikandan IAS  

Dr. A. Ram Kishan (CDSCO) 

N.V. Raghu Ram (Karnataka) 

Dr. Amal Kumar (Bihar) 

Naripen Kumar Goyal (Haryana) 

Dr. Arvind. H. Zala (Gujarat) 

Dr. Ram Chandra Besra (Jharkhand) 

Mrs. K Limasenla Longchar (Nagaland) 

Mijom Lollen (Arunachal Pradesh) 

Piyush Jiaswal (Chhatisgarh) 

Shabir Ahmad Pandit (J&K) 

Dr. BR Jagashetty (Karnataka) 

Dr. Swapnil Patil (Delhi) 

Pooran Chand (Uttar Pradesh) 

Murali Krishnan MP (Tamil Nadu) 

Dr. Jayesh V. Patel (Gujarat) 

 

Advisory Board: 

G. Koteshwar Rao (National President) 

Baldev Choudhry (Hon. Gen Secretary) 

Lalit Kr. Goel (Founder member) 

Editorial Board 

DCOIWA News  December 2025 22 

D 

C 

O 

I 

W 

A 

 

N 

E 

W 

S 



 

3 

DCOIWA News  December 2025 22 

Rakesh Dahiya 

Editor-in-Chief 
DCOIWA Newsletter 

 

A Milestone Edition: Steering 

the Ship of Public Health 

Together 

Welcome to the 22nd Edition of the DCOIWA 

Newsletter, published on December 1st, 2025! This 

edition feels like a true milestone, not just for the 

number itself, but for the sheer volume of critical 

updates and inspiring stories packed within these 

pages. 

Itôs a testament to the fact that while our workð

ensuring the safety and quality of medicinesðis 

often challenging, it is also incredibly dynamic and 

impactful. 

Our Collective Voice in Action 

We begin by acknowledging the proactive steps 

taken by our association. The Representation to 

the DCGI regarding the amendment of the 

Drugs Inspector Recruitment Rules is a vital 

effort.  

It shows that DCOIWA isn't just a platform for 

discussion; it's a powerful agent for positive 

change. 

By advocating for improved rules, we are 

essentially investing in the future quality and 

professionalism of our entire regulatory body. 

Similarly, the President's Note highlighting the 

analysis by the Nagaland State Testing 

Laboratory reinforces a crucial message: 

Standardization and rigorous quality control 

must be a nationwide priority. Our strength lies in a 

robust, interconnected system where every state 

contributes to the national goal of public health 

protection. 

Shining a Light on Excellence 

and Experience 

This month, we are thrilled to feature an exclusive 

article by Rakesh Dahiya, FDA Haryana, on the 

Procedure to obtain a license for a Blood 

Centre.  

This detailed guidance isn't just procedural; it's a 

deep dive into an area of regulation where lives 

literally hang in the balance.  

Knowledge sharing like this is the bedrock of a 

competent and efficient regulatory body. 

The news from FDA Haryana about their 

Landmark Seminar on Spurious Drugs and 

NDPS Misuse and the subsequent 20 years 

Imprisonment for selling NDPS in Haryana 

sends a clear, powerful signal.  

Our enforcement efforts are becoming stronger and 

the penalties are serving as serious deterrents.  

This is the frontline of drug control, and our 

officers are delivering results. 

We also celebrate the well-deserved Promotions 

of FDA officers Karan Singh and Rakesh 

Dahiya.  

(Continued on page 4) 

https://thehealthmaster.com/author/rakeshdahiya/
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Seeing our peers advance is a reminder that 

dedication and hard work do not go unnoticed. 

Conversely, we extend our heartfelt best wishes 

and gratitude to the retiring FDA officers in 

Maharashtra, whose years of service have laid 

the foundation for the protections we enjoy today. 

Their wisdom and experience are invaluable 

legacies. 

Innovations and Avenues for 

Growth 

The regulatory landscape is moving fast! The new 

mandate for a QR Code at every Medical Store 

for ADR reporting is a fantastic leap into modern, 

patient-centric surveillance.  

This simplifies the process for consumers and 

allows for quicker identification of potential drug 

risks. 

Furthermore, the CDSCO granting powers to 

Joint Drug Controllers for key approvals is a 

smart move towards decentralizing and speeding 

up decision-making.  

This efficiency will surely make our work more 

streamlined. The invitations to the 74th IPC 2025 

and the Odisha Pharma Summit 2025 are golden 

opportunities for DCOIWA members to stay ahead 

of the curve, network, and bring back cutting-edge 

knowledge. 

More Than Just Rules: 

Knowledge and Camaraderie 

Beyond the headlines, the wealth of information in 

this editionðfrom Key notes on Revised 

Schedule M to the detailed NSQ drugs lists and 

the comprehensive FAQsðequips every member 

with the necessary tools for their daily work. 

And finally, we must mention the importance of 

connection.  

Honoring Sh. Rajeev Singh Raghuvanshi, 

DCGI, with DCOIWA Membership and the 

inclusion of FDA memorable moments and a 

much-needed Laughter Dose reminds us that this 

association is a family.  

We support each other, we learn from each other, 

and we celebrate together. 

As we close out the year, let us take pride in the 

crucial, often unsung role we play in safeguarding 

the nation's health. Please read the whole 

newsletter, absorb the insights, and continue to 

serve with dedication. 

We eagerly await your feedback and participation 

for the next edition! 

 

ðð 

(Continued from page 3) 
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74th IPC 2025 
19-21 December 2025 

Bengaluru 
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Odisha Pharma Summit 2025 
to be held on 16th December 2025 
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Editor-in-Chief, 
DCOIWA News 
Organising Secretary, 
DCOIWA 
Asstt. State Drugs Controller, 
FDA Haryana 

 

 How to obtain manufacturing license for 

Blood Centre / Bank 

Documents required for obtaining Blood 

Centre 

For obtaining manufacturing license for Blood 

Centre, the list of documents required is 

provided below. Download the pdf file and 

prepare the documents accordingly. 

Documents-required-for-obtaining-Blood-Centre  

Procedure for obtaining license 

Procedure for obtaining manufacturing license 

for Blood Centre. Download the pdf file for 

more detail and prepare the documents 

accordingly. 

Procedure-for-obtaining-Blood-Centre  

Form 

Download the pdf file and prepare the Form 

accordingly and submit the required fee. 

Form-27C 

Download the below pdf files for various 

Forms which suits your requirement 

Form-27C 

Download area requirement 

Click below link to download the 

requirement for the manufacturing of 

Drugs, Cosmetics, Homoeopathic and 

Blood Centre 

Area requirement for manufacturing  

Submit your application (Online and / or hard 

copy) to DCGI and State Drugs Controller / 

Licensing Authority of your area after 

completing all the required documents. 

Note: Requirements of some of documents and procedure for 

submission of application may vary from State to State 

License conditions 

Conditions of licenses is to be maintained 

after obtaining the required Blood Centre. 

Download the pdf file for ready reference. 

License-conditions-for-Blood-Centre  

License renewal fee: Procedure 

Procedure for submission of license renewal 

fee. Download the pdf file for more detail and 

prepare the documents accordingly. 

Procedure-for-License-renewal-fee  

Requirements for running a Blood Centre 

Rctv"Z-D 

Requirements for the collection, storage, 

processing and distribution of Whole Human 

Blood, Human Blood Components by Blood 

Banks / centres and manufcature of blood 

products are mentioned in ñpart X B of drugs 

and cosmetics act 1940 and rules framed 

thereunder. For more details click below: 

Requirements-for-running-a-Blood-Bank-Part-X-B  

Rctv"ZKK-D 

(Continued on page 15) 
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Requirements for the functioning and 

operation of a blood Centre and / or for 

preparation of blood components are 

mentioned in ñpart XII B of drugs and 

cosmetics act 1940 and rules framed 

thereunder. For more details click below: 

Requirements-for-running-a-Blood-Centre ï Part 

XII B  

Bulk transfer of Blood and Blood 

Components 

According to the notification GSR No. 328 (E) 

dt 03-04-2017, bulk transfers of whole human 

blood and blood components are permitted to 

other blood centers. 

National Blood Transfusion Council in its 

meeting of 05.08.2015 has also issued some 

guidelines and conditions for the Bulk transfer 

of blood and its components from one blood 

centre to another blood centre. 

Procedure 

The formats for the request and issue of a 

bulk transfer of blood and its components are 

as follows: 

Request Form for Recipient Blood Centre: 

Click the below link to download the 

Form 

Request-Form-for-Recipient-Blood-centre 

Issue Form for Supplier Blood Centre: 

Click the below link to download the 

Form 

Issue-Form-for-Supplier-Blood-centre 

Conditions 

Bulk transfer of blood and blood 

components amongst licensed blood 

centres in the country would henceforth 

be allowed under the following 

conditions: 

¶ Bulk transfers of whole human blood and 

blood components can be done between 

licensed blood centres. 

¶ Bulk transfers of whole human blood and 

blood components can be done among 

Blood centres in the state or across the 

state borders. 

¶ All transfers shall be done at the 

recommended temperature and as per 

prescribed storage conditions for whole 

human blood and blood components. 

¶ The recipient blood banks shall not further 

transfer units obtained from another blood 

bank except to another blood storage 

centre or a patient 

¶ The supplier blood centre shall be 

responsible for compliance thereof. 

¶ The recipient blood centre should have the 

capacity to hold the units requested, at an 

appropriate temperature until the time of 

utilization. 

¶ Broad-based donor consent should be 

incorporated in the standard donor form to 

(Continued on page 16) 
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ensure that the donor agrees to his blood 

unit being utilized beyond the blood centre 

where it is donated. 

¶ The supplier blood centre can levy the 

prescribed processing charges on the 

patient or recipient, or the recipient blood 

centre as per NBTC norms. 

¶ The recipient blood centre can levy only 

processing charging for compatibility 

testing (cross-matching), in addition to 

charges levied by the supplier blood centre, 

from the patient/recipient for such 

transferred units. 

¶ Records of traceability shall be retained 

throughout the process. 

¶ The supplier blood centre would be 

responsible for all the complications except 

those related to compatibility testing, which 

will be the responsibility of the recipient 

blood bank. 

¶ The recipient blood bank shall report and 

evaluate all the adverse transfusion 

reactions, including those happening due to 

blood that has been transferred from the 

supplier blood bank. 

¶ The documents accompanying the transfer 

shall include a TTI testing report and a 

record of transport at the appropriate 

temperature. 

¶ Blood centres would be informed regarding 

bulk transfers to SBTC and, in the case of 

interstate bulk transfers, to NBTC. 

Note: Also follow the guidelines or instructions issued by the 

concerned State Authorities where the Supplier or Recipient 

Blood centre is situated. 

List of emergency Equipment / 

Items / Drugs to be kept in the 

Blood Centre / Bank: 

(i) Oxygen cylinder with mask, gauge and 

pressure regulator. 

(ii) 5 per cent Glucose or Normal Saline. 

(iii) Disposable sterile syringes and needles of 

various sizes. 

(iv) Disposable sterile I.V. infusion sets. 

(v) Ampoules of Adrenaline, Noradrenaline, 

Mephentin, Betamethasone or 

Dexamethasone, Metoclorpropamide 

injections. 

(vi) Aspirin. 

List of SOPs used in Blood 

Centres 

List of SOPs used in Blood Centres, click the 

link below to download: 

List of SOPs used in Blood Centres 

Compiled by: 

Rakesh Dahiya 

Asstt. State Drugs Controller 

FDA Haryana 

Click here for more articles of the 
Author 

Rtqegfwtg"vq"qdvckp"nkegpug"hqt"Dnqqf"Egpvtg"*Dnqqf"Dcpm+ DCOIWA News  December 2025 22 
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had communicated to form a formal interstate 

coordination committee to connect all 

northern states. 

The idea is to make the entire belt an 

inhospitable region for traffickers. 

Ugvvkpi"vjg"Vqpg<"Ugtkqwu"Dwukpguu 

The event was flagged off by Sudhir Rajpal, 

Additional Chief Secretary of Health, 

Government of Haryana, who acknowledged 

this knowledge-sharing workshop as 

the óneed of the hourô. 

¶ The Cross-Border Challenge: According 

to him, the issue of spurious/counterfeit 

drugs and NDPS is a menacing challenge 

that must be tackled by all neighboring 

states as one. 

¶ Data Sharing Is Critical: He emphasized 

the need for substantial data sharing 

between states for effective monitoring 

and movement tracking. 

Protect Indiaôs Reputation: He implored 

all parties involved with the utmost level 

of integrity and accountability to protect 

Indiaôs global reputation as a quality-

oriented pharmaceutical supplier. 

Ngcfgtu" Ygkij" Kp" htqo" HFC"

Jct{cpcҲu"Rgturgevkxg 

Dr. Manoj Kumar, 

Commissioner of FDA 

Haryana, welcomed 

all dignitaries, 

mentioning how FDA 

Haryana has 

successfully 

intervened multiple 

times in NDPS 

cases where officials were on board during 

prosecution. 

He was followed by SDC Lalit Kumar Goel, 

who raised concerns over three critical 

factors: 

¶ The illegal trafficking, abuse and diversion 

of controlled substances. 

¶ The detection of Not-of-Standard-

Quality (NSQ) drugs, which ultimately 

translates to patient safety being put at 

risk and public confidence diminished. 

Both of these occurrences require 

a holistic, multi-stakeholder 

approach and seamless access to formal 

and informal resources to eliminate the 

crime nexus. 

Gphqtegogpv" Rgturgevkxg"ҭ"

Pcvkqpcn"Fcvcdcug 

The enforcement perspective was provided by 

Dr. Keshav Kumar, former Joint Director of 

CBI and DGP of Gujarat, who advised 

attendees with real-life experiences while 

commending FDA Haryana for this initiative. 

He updated attendees about the Indian 

Pharmaceutical Allianceôs intention to develop 

a national database of violators engaged 

in spurious drugs and NDPS matters. 

This would benefit enforcement efforts 

massively for any major investigations across 

(Continued from page 1) 

(Continued on page 18) 

Ncpfoctm"Ugokpct"d{"HFC"Jct{cpc"ҿҿ00"eqpvkpwg 



 

18 

DCOIWA News  December 2025 22 

India. He also suggested that forensics play 

an important role in exposing exceedingly 

elaborate spurious drug rackets. 

Ockpvckpkpi" vjg" Inqdcn" Rjctoce{"

Uvcvwu 

O. S. Sadhwani, the former Joint 

Commissioner-cum-State Drugs Commissioner 

of Maharashtra, spearheaded the session 

dedicated to NDPS drugs. 

He lamented the current status of NDPS drugs 

after several recent incidents related to the 

trafficking of abused substances resulting 

in NSQ drugs causing pediatric fatalities in 

numbers. 

He continued to delve into Indiaôs position as 

the leading óglobal pharmacyô without 

compromise and called upon all drug 

regulators and manufacturers to 

seriously prioritize quality medicine above 

all else to uphold reputation standards set 

nowhere else. 

The seminar concluded after a fruitful 

discussion on action plans for spurious 

drugs and NDPS drugs led by Manish 

Kapoor, Drugs Controller of Himachal Pradesh. 

This successful seminar was attended by 

over 100 officers from 7 neighboring 

states: 

¶ Jammu and Kashmir 

¶ Himachal Pradesh 

¶ Delhi 

¶ Uttarakhand 

¶ Punjab 

¶ Chandigarh 

 

The nodal officer was Karan Singh Godara; 

formal thanks were rendered by Parjinder 

Singh. 

SDC Lalit Goel announced that a report would 

be generated to compile steps taken and 

proposed policy recommendations to send to 

state and central governments for immediate 

implementation. 

Source: The Health Master 

(Continued from page 17) 

Ncpfoctm"Ugokpct"d{"HFC"Jct{cpc"ҿҿ00"eqpvkpwg 
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FDA Haryana in news 
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ST"Eqfg 

India has officially entered a new chapter of 

Drug Safety Regulation. The Central Drugs 

Standard Control Organization 

(CDSCO) has issued a transformative order 

for citizens to ensure access to any side 

effects one may experience from taking drugs 

by means of displaying QR code at every 

medical store. 

This is all a part of Indiaôs 

national Pharmacovigilance Programme of 

India (PvPI); thus, any changes in patient 

safety will now travel even quicker from 

patient to the agency. 

Dwv" yj{" ku" vjku" Ftwi" Uchgv{"

Tgiwncvkqp"ocmkpi"ycxguA 

For many years, reporting an Adverse Drug 

Reaction (ADR) has not been the easiest 

option for the non-drug professional. But now, 

it should be easier. 

According to a CDSCO circular dated 

November 20, 2025, with immediate effect all 

retail/wholesale pharmacy stores across 

India will now be obligated to prominently 

place: 

A dedicated PvPI QR Code. 

¶ The PvPI Toll-Free Number: 1800-180-

3024. 

Effective from the 16th Working Group 

Meeting of PvPI on 18 June 2025, this new 

piece of information will add to goals of 

improved patient safety and 

Pharmacovigilance. 

By placing this in front of patients where 

drugs are being dispensed, this now gives 

power to all pharmacies as reporting 

agencies. 

This is significant as never before have 

retail pharmacies been recognized physical 

locations to report ADRs. 

This will greatly benefit future goals 

of Indian Pharmacovigilance and drug 

oversight to come. 

Thus, the global citizenry and any 

healthcare professional should feel 

empowered by ADRMS data that this 

mechanism of reporting is finally feasible 

and functional! 

Yjgtg"Yknn"[qw"Ugg"Vjku"EjcpigA 

In your local or wholesale pharmacy! Effective 

immediately, the Licencing Authorities of 

States and Union Territories will ensure 

compliance within all pharmacies. 

This is what you need to expect from 

newly posted signs: 

Vjg"RxRK ST"Eqfg< 

This is to be published in such a way that it is 

easily accessible by the average Indian so that 

they can access the indigenous PvPI Adverse 

Drug Reaction Monitoring System (ADRMS). 

The main priority is that any adverse events 

or suspected events from drugs taken can be 

instantly reported online for investigation. This 

(Continued on page 22) 

ST"Eqfg"ocpfcvqt{"cv"gxgt{"Ogfkecn"Uvqtg"hqt"CFT"tgrqtvkpi 
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is Indiaôs basis for ADR reporting. 

Vjg"RxRK"Vqnn-Htgg"Pwodgt"*3:22-3:2-

5246+< 

As an alternative option if someone would 

prefer calling in a suspected ADR, this 

alternative but equally beneficial method gives 

citizens an empowering ability to remain 

engaged with patient safety monitoring after 

they suspected a side effect. 

This aspect of the system will be managed by 

the National Coordination Centre ï the Indian 

Pharmacopoeia Commission ï which is also 

the PvPI secretariat and a WHO Collaborating 

Centre for Pharmacovigilance. 

Jqy"[qw"Ecp"Dguv"Cuukuv"kp"Rwdnke"

Jgcnvj"Uchgiwctfkpi 

The only way a report ever gets processed as 

intended is if everyday citizens report an 

adverse event, as this provides useful 

information that can lead to practical 

recommendations or even conclusions as to 

whether the drug should be available in the 

first place. 

This is known as public health protection. 

Thus, whether itôs your responsibility to report 

via QR code or toll-free number at your 

pharmacy is irrelevant to your health; either 

way you should let someone know if you 

suspect an ADR from your use of a particular 

drug. 

Additionally, if your pharmacy fails to comply 

and does not show this required information, 

inform them that the CDSCO requests ñwide 

dissemination among all the license holders 

and monitor strict complianceò. 

This is a new and exciting chapter in Indiaôs 

drug safety existence and the reality has 

been made overwhelmingly clear by 

government authorities about timely reporting 

of any medicine side effects as soon as you 

get them! 

Source: The Health Master 

(Continued from page 21) 
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Dnqqf" cpf" Dnqqf"
Eqorqpgpvu 

In a transformational move to safeguard 

patients and uphold the integrity of the 

nationôs healthcare system, the Indian 

Pharmacopoeia 

Commission (IPC) undertakes a series of 

extensive training and online sensitization 

programs for officials and staff working 

at blood centres across the country, 

ensuring compliance with mandatory, urgent 

new quality standards for Blood and Blood 

Components for transfusion safety. 

Dnqqf" cpf" Dnqqf" Eqorqpgpvu"
Swcnkh{"cu"c"Ftwi 

The underlying rationale is 

simple: because blood and its separated 

components (plasma or platelets, for 

example) come from a human donor, legally, 

it falls under the definition of a ódrugô as per 

the prevailing Drugs Rules, 1945, which, in 

turn, means that it must qualify for the same 

stringent, mandatory, enforceable quality 

criteria as any other life-saving drug. 

 

Download: GSR-166 (E) dated 

11-03-20 regarding ï Blood 

Bank / Blood Centre, 

Qualification of Doctor and 

technical staff etc.  

Pgy" Uvcpfctfu" vq" Tgfweg"
Vtcpuhwukqp"Tkumu 

Since safe blood transfusion practices are 

paramount, the IPC has taken the lead in 

developing several general requirements 

and monographs or comprehensive ñquality 

parametersò for Blood and Blood 

Components. 

These new standards exist with the ultimate 

goal of reducing the likelihood of transfusion-

transmitted infections (TTIs) mandatory 

accountability means that only safe Blood 

and Blood Components will be administered 

once each unit/component passes safety 

screening. 

Moreover, this concentrated effort 

increases regulatory 

compliance in transfusion medicine, 

meaning that all blood banks / centres will 

have the criteria needed for practical 

implementation by way of comprehensive yet 

feasible quality control operations issued 

under national regulations and in line 

with international standards. 

Vtckpkpi"Ygdkpct<"Pqxgodgt"9vj 

The national sensitization campaign will kick 

off with a National Webinar on November 

7, 2025, which will include presenters from 

some of the most trusted speakers in the 

field, from IPC subject matter experts to 

significant officials from drug regulatory 

agencies and transfusion medicine 

professionals across IPC regulations. 

(Continued on page 24) 
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This major meeting will center 

around Gazette Notification ï GSR 166(E): 

Drugs and Cosmetic (Second 

Amendment) Rules, 2020, published on 

March 11, 2020, which, for the first time, 

legally integrates the new quality standards 

for Blood and Blood Components into 

the Indian Pharmacopoeia (IP). 

Yjcv"Yknn"Dg"FkuewuugfA 

Key topics will cover: 

¶ Integrated Disclosure: Analysis of 

quality standards for blood and blood 

components as per the IP. 

¶ Best Practices: Insights from transfusion 

medicine experts regarding compliance 

requirements. 

Questions: Technical and compliance-

related questions from blood centre 

personnel will be fielded in practical 

sessions. 

Yjq"Yknn"DgpgὌvA 

All personnel engaged with safe blood supply 

transfusion from this comprehensive training 

will receive practical clarifications to offer 

relevant assessments to primary levels of 

responsibility. 

Benefitted personnel include: 

¶ Blood Bank/Blood Centre 

Professionals: Those who collect, draw, 

test, and house various types of blood. 

¶ Regulatory Officers: Those charged with 

assessment and compliance. 

¶ Institutions for Blood 

Irradiation: Those who operate facilities 

that irradiate blood components. 

¶ Researchers: Those engaged in 

transfusion medicine studies. 

According to an official statement, ñThe 

sessions are invaluable to ensure that 

every blood transfusion performed in India 

is safe, efficient, and effectively quality-

assured as per regulations, which 

ultimately strengthens the publicôs trust in the 

healthcare delivery system.ò 

Source: The Health Master 

(Continued from page 23) 
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The Central Drugs Standard Control 
Organisation (CDSCO), the national drug 
regulatory agency of India has made a vital 
change in policies with an intent to improve its 
performance and response times dramatically. 

The official delegation of substantial licensing 
authority powers to Joint Drug Controllers 
(India) comes at a crucial time to expedite 
approvals for drug import licenses and 
facilitate faster obligations for 
important serious adverse events (SAE). 

Given that all such crucial considerations need 
to be managed at present by the Drugs 
Controller General of India (DCGI), this is 
a final shift in the longstanding, highly 
centralized operations reigning up until now. 

Yjkej" rqygtu" jcxg" dggp"
fgngicvgfA 
According to the official Office Order from 
the DCGIôs front, specific powers have been 
transferred and will have a significant impact. 

This is intended to alleviate the burden from 
the office of the top regulator and empower 
the Joint Drug Controllers for timely receipt 
and response times relative to the 
pharmaceutical industry. 

The specific powers transferred for 
regulatory empowerment include: 

¶ Import License for Drugs for Human 
Use: Approvals via India for much-needed 
drugs on an international scale. 

¶ License for Blood Stem Cell Products: 
A necessary approval given how 
complicated and relatively new these 
products can be. 

Approvals of New Sites for Clinical Trials: 
Approvals for sites where necessary Clinical 
Trials can occur. 

Fgekukqpu" hqt" Ugtkqwu" Cfxgtug"
Gxgpvu 
In addition to these approvals, thereôs one 
part of the process which was previously 
regulated under extra cautionary 
circumstances that will now benefit as 
well: Serious Adverse Events (SAE). 

These events are unfortunate situations that 
arise during clinical trials or 
even Bioavailability/Bioequivalence (BA-

BE) studies. 

They are life-threatening incidents (death) or 
life-changing incidents (disability). 

Thus, the new mandate transfers powers to 
assess and address SAE compensations over 
time with timely recommendations relative to 
existing provisions. 

This means that approval for compensation 
payments will now be more quickly addressed 
as previously they took too long. 

The more promptly SAE are addressed, the 
better for ethical compliance for clinical trial 
participants. (High CPC Keyword: SAE 
Compensation Payout) 

Gcug"qh"Fqkpi"Dwukpguu 
According to industry experts, the delegation 
is a major benefit to a complicated ecosystem 
of the entire pharmaceutical industry, with 
a senior drug controller stating that it makes 
sense how all players will benefit from such 
changes. 

In addition, the CDSCO has improved its 
accountability as a result, which complements 
the aims of the Indian Government as a 
whole. 

By facilitating easier connections with major 
decision makers, it provides a more reputable 
stance on the ñEase of Doing 
Businessò campaign in India and thus makes 
international investments much more 
attractive. 

Download: DCGI dt 30-10-
2025 Delegation of Power to CDSCO 
Officers  
Source: The Health Master 
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Source: Suresh Chaudhary,  DCO, FDA Haryana 

FDA Haryana 
εÞØÞɟ Öʃ ÖɭιÊ¾Ù ÑÜɟ ÍĦ¾Øʇ ¾ɨ 1/ ÞɟÙ ¾ɥ ÞÅɟ9 ȐÔÑɟ 
Ùɟ{ÞʃÞ ÔɭÃ Øßɭ Îɭ+ 0-64 ¾Øɨî ¾ɥ ¿ɭÒ εÖÙɡ Îɠ 

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

https://drive.google.com/drive/folders/1YUcYRIq4qA7HIv2Fjl7rq-pYn_zIC7Q2?usp=sharing
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Uttar Pradesh 


