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Date: 1st April 2025
Place: Hyderabad

DRUGS CONTROL OFFICERS (I) WELFARE ASSOCIATION
President’s Note for the Year 2024-2025
(1st April 2024 to 31st March 2025)
Respected Esteemed Life Members,
Good moming to all. It is with @mumense pride and gratitude that I, as the
National President of the world's [argest drug requlatory association—

comprising 1,631 dedicated (ife manbers present this report swunarizing our
activities and achievements for the year 2024-2025.

Key Activities & Accomplisfanents

1. Annual C

The year commenced with a preliminary meeting in Mumbai on 30th April
2024 to discuss the 2nd Annual Congress.

The Local Organizing Comunittee (LOC) finalized the event date as 24th
August 2024 in Mumbai.

2. State Visits &

I, along with Rey office bearers, visited multiple state Drug Control
Adininistrations (DCAs), including Kamataka (30th May), Chandigarfe (5th
June), Punjab (6th June), Maharashtra (12th June), Gujarat (13th June),
Rajasthan (6th August), and Telangana.

3. 2nd Annual General Meeting (AGM) & Congress
The 2Znd AGM was successfully conducted on 23nd August 2024 in Mwmnbai.

The 2nd Annual C on 24th August 2024 saw an overwhelming
participation of 600 delegates from across India.

Awards &

Lifetime Achievement Awanf presented to Dr. A. RamRishan, DDCI, CDSCO,
Hyderabad.

Best Drug Control Officer (Male & Female) awands were presented at both
national and state (evels.

H.Q. 15-21-150/6, New Balaji Nagar,

Kukatpally, Hyderabad (T.S), INDIA.
Phone : 8121296397, 8094357800,9977177574.
/]
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Ne. M. N. Seidhar

Calt $4447 17139 - Taemvinadks
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Dr, Zatter Ahmad
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Ne. barap 1. D. Toi
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Cudl 8414819853 - Arumichid Pradesh
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4. Support & Assistance to Members

We mowmn the loss of Late Shri ViveRanand Yadav, Drugs Inspector, Balaghat
District, Madhya Pradesh, who tragically passed away in a road accident on
28th August 2024.

DCOIWA extended assistance:

Rs. 50,000 was given to the bereaved family during the funeral.

Rs. 2 (akh was handed over to his wife.

Rs. 15 (akRh was mobilized and deposited in his wife’s account with
contributions from various zations and members.

A condolence meeting was held at FDA Bhavan, Bhopal.

5. Webinar Series Initiative

A Webinar Corunittee was on 12th December 2024 under the
chainnanship of Shri Pammanand Vemna (Chhattisgarh) and Shri Krishna
Kuwmar (Delhi) as Co-chainnan.

The first webinar was conducted on 15th Decanber 2024, and since then, six
successful webinars have been held.

6. Formation of Drugs Control Officers (I) Welfare Trust
Officially registered on 8th January 2025.

Key Office Bearers:
Chainman

Vice Chairman
Treasurer
Members :
Dr. Hanant G. Koshia
Rakesh Dahiya

Dr. Manish Kapoor
Pooran Chand
Rajkumar V Zadbuke
V D Dobaria

D R Gahane

Dr. Umesh S

: G. Koteshwar Rao
: Lalit Goel
: Dr. RamRishan

H.Q. 15-21-150/6, New Balaji Nagar,
Kukatpally, Hyderabad (T.S), INDIA.
Phone : 8121296397, 8094357800,9977177574.
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Nr. Pooran Chand
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Dr. E. Ananda Kirouchenane
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Wew, Garima Sharms

Colt SL1BOEG4ET - Himacha! Pradesh
Ne. M. N. Seidhar
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Y

Treasurer

Dr. PARMANAND VERMA
Coll: 9977177574 - Chhattisgarh

General Secretary
BALDEV CHOUDHARY
Call: 8084357800 - Rajasthan

7. Policy Advocacy
A formal representation was submitted to Hon'ble Union Health Minister Shri

J-P. Nadda regarding relaxation of qualifications & pay scale for the post of
Drugs Controller General of Irndia.

8. 5th Central Executive Committee (CEC) Meeting
Held on 22nd February 2025 at Hyderabad HQ.

Key decisions:

Acquisition of a Permanent Office Pramises under the DCOIWA Welfare
Trust.

3rd Annual Congress to be hosted at Ramoji Fin City, Hyderabad (11th &
12th July 2025).

9. Inauguration of Welfare Trust
Inaugurated on 23nd February 2025 in Hyderabad by Shri V.B. Kamalasan

Reddy, IPS, DG DCA, Telangana.
A workshop on Labeling of Drugs & Inspectors' Duties was conducted.

10. Workshops & Training Programs

Bifar (Patna, 12th March 2025) & Bodh Gaya — Worfshop for 50 Drug
Inspectors.

Assam (Guwahati, 19th March 2025) — Workshop on Labeling of Drugs.

North-Eastern States Meeting ( 17th March 2025, Guwahati) — Discussion with
Presidents & Secretaries.

Manipur (Imphal, 18th March 2025) — Workshop & representation submitted
to Shri Swnant Singh IAS, H&FW Secretary.

Shillong, Meghalaya (19th March 2025) — Worfishop & financial aid of 1 (akh
provided to Shri Marphalanki A Jyrwa for medical assistance.

Tamil Nadu (Chennai, 20th March 2025) — Worfishop for state DCA officers.

11. Permanent Office Acquisition

DCOIWA has successfully paid Rs. 80 (akh (100%) to M/s Bills Ventures Pvt.
Ltd., Hyderabad, for a 1,600 sq. ft. permanent office space near Hyderabad
Airport. Handover is expected before 3 1st December 2025.

H.Q. 15-21-150/6, New Balaji Nagar,
Kukatpally, Hyderabad (T.S), INDIA.
Phone : 8121296397, 8094357800,9977177574.
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12, Cultural & Sports Wing Formation

DCOIWA Sports & Cultwral Wing established under Shri G. Ramdhan
(Telangana).

13. Newsletter

Under Shri Rakesh Dahiya (Haryana), owr DCOIWA Newsletter is now
released on the 1st of every month.

3vd Annual Congress — Ramoji Filn City, Hyderabad

Event Dates: 11th & 12th July 2025

Delegate Registration: Opens 1st April 2025, closes 3 1st May 2025.
Accorrumodation: Not provided for (ate registrations after 3 1st May 2025.

CEC & Trust Board Meeting: 10th May 2025 in Shillong, Meghalaya to
finalize Congress details.
Awards & Nominations: A separate circular will be released soon.

Final

We, as Drug Control Officers, are the custodians of public health and safety.
Our professionalism and discipline are our greatest strengths. Let us stand
united, uphold owr responsibilities, and continue our commitment to the

welfare of owr corununity. With your unwavering cooperation and dedication,
we can achieve even greater heights.

e Tgt A= Tt - 3w far e Fat

St 9 39 FAH! FATS - A ¢ T61 6A 4 Tl
FAEAA A A - AT H AN @EA war
STATH A, SR AT - O A e Teol Hel
gt 78t o et - 3us e s wgt

Jai Hind!

N

G. Koteshwar Rao
National President

Drugs Control Officers (I) Welfare Association

Encloser :
1. Annaxure 1 (Congress Detalils)
2. Annexure 2 (Deligate Form)

H.Q. 15-21-150/6, New Balaji Nagar,
Kukatpally, Hyderabad (T.S), INDIA.

Phone : 8121296397, 8094357800,9977177574.




DCOIWA News

Presidents’ Not

2nd Annual General Meeting (AGM) &
Congress




DCOIWA News

Presi dent s' N o t

Life Time Achievement Award

Dr. A. RAM KISHAN

Deputy Drugs Controller (1),
CDSCO, Hyderabad Zone

LIFE TIME ACHIVEMENT AWARDEE FOR
YEAR 2024
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Best Drug Controller Award Male & Female

Mr. Deepak Sharma
% Assistant Drugs Controller
S, Govt. Of NCT Delhi, Delhi

PALLAVI MEMORIAL
BEST DRUGS CONTROL OFFICER - NATIONAL

(MALE CATEGORY)

Mrs. SEEMA SINGH
- Inspector of Drugs
- Darabanki, Uttar Pradesh

PALLAVI MEMORIAL
BEST DRUGS CONTROL OFFICER - NATIONAL
(FEMALE CATEGORY)

T
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Late. Shri Vivekananda Funerals (DI Balaghat,

International Webinar

INTERNATIONAL WEBINAR ﬁ

D
DRUGS CONTROL OFFICERS (1) WELFARE ASSOCIATION (DCOIWA) (,. )
n association with PYRAMID SPIRITUAL SOCIETIES OF INDIA Ng¥ms
DCO(I)WA WEBINAR SERIES - 2

TOPIC -1 TOPIC - 2
Interpersonal Effectiveness _ Practising Meditation

Key Note Speaker “. : Key Note Speaker
Dr. Dinesh Kumar Boosani X Shri. Gundameedi Koteshwar Rao

Asst. Director, DCA Telangana Pyramid Medaation Master
- Pyramid Spirilual Seceties of India

On Sunday 29th December 2024, at 10 a.m.
ZOOM ID : 847 3247 0970 & PW : 451625

'igz&] "*-.Ei r:,‘ r:‘

na Kumar Me C. Koteshwar Rao De. A. Ramkishan  Me. Manmohan Taneja
2OMIN Casirman Ao mae Advear

11
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Conducted workshop for meghalaya officers on

LABELLING of drugs. Date 19

§

-03-2025, Shillong

Conducted meeting with president &secretary

of NE states. Guwahati, 17-03-2025

ur news
ews!|l etter
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Conducted workshop on LABELLING of drugs
to assam officers. Guwahati 17-03-2025

Labeling 4 Pack Size of
Orugs Under
Drugs Act, 1040

QAR

Conducted workshop on LABELLING of drugs to
Tamilnadu officers. CHENNAI 20-03-2025

14
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Got an opportunity to address the newly recruited

drug inspectors of Bihar, at Bihar institute of public

administration and rural development, Bodh gaya,
Bihar on 13-03-2025

Our thoughts and prayers are with Mr. Jyrwa and his
family during this challenging time. Regards,
G. Koteshwar Rao, Chairman DCOIWT

15
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DCOIWA Ilird ANNUAL CONGRESS

Verwe: Ramo)l Film City
Dates: 11th & 12th July 2025

Registration Details:
Opening Date . 1stApril 2025
Closing Date © 3181 May 2025

Fee (Mamber) : 4,000

Fee (With Spouse) : 115,000 (No spouse registration after 3122 May)
Late Registration  : 10,000

{1st June - 30th June, Member Only)

No Registrations after 30th June 2025

Event Schedule:

Armval : 11th July from 2:00 PM onwards
Departure 13 July at2:00PM
Accommodation & Transport:

Shared A/C double occupancy rooms available (Budget category)
No transport provided to the venue
Approved Transporier: Srinivasa Travels - 9392173399

Room allecation at the dsaretion of LOC

Meals & Activities:
11thJuly :Veg dinner packs provided in rooms
12th July : Breakiast in rooms
Lunch & dinner at the venue
13th July : Breakiast In rooms

9:00AM - Film City sightsecng
Lunch packs provided on the bus during eighteaeing

For further inquiries, please contact LOC.

. . . H.Q. 15-21.150/6, New Balaji Nagar,
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Annexure 2

R, DRUGS CONTROL OFFICERS (1) WELFARE ASSOCIATION

(Regd.No. 634 of 2022) .
E-mad; deoidewa@gmail.com Website: www. dcoiwa. com

3rd Annual Congress

11th & 12th July, 2025
at Ramoji Film City, Hyderabad.

S. No. | (GivenByLOC)

Full Name

Life Mambearship No.

Designation

NI T 0 TN T IR it e e i v e

Addrass For Comaspondeance : ....... OO P ST TR CRSCU T SICTSES JUCUTE FIC e bbb IR

T L ) T T

Payment Transaction Detalls With Date :

A TTIOUINE TN S I TR0 B, & ooorersireesarerams s snrams o nrans s sms o sn s s sn s ansmn s on e mansan s asensenss
Online Payment To Be Made On

DCO | Welfare Association
Union Bank of India, Balajinagar Branch,
Account No.: 1511 1101 0000 026, IFSC Code - UBINOB15110

Enclose screen shot of payment

Delegate Fee : Rs. 4000/-
Delegate Fee with Spouce : Rs. 15000/- Signature

“ No Cheque Transfer, No Google Pay"

Take Print, Fill & Send in Whatsapp to. 81212 96397
Last Date For Submassion : 30th June 2028
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Date: 17th January 2025
Place. Hyderabad
To,
ShriJ. P. Nadda Ji,
Honarable Minister of Health and Family Welfare,
Government of India, New Dalhi.
Emall: india-hfm@gov.in

Subject: Request for Relaxaton of DCGI Post Qualifications and Pay Scale
Reguirements in Recent Advertisement

Respected Sir,

On behalf of the Drug Control Officers’ Indan Welfare Asscaation (DCOWA), |
would like 1o bring to your kind attention the challenges posed by the recent
advertisemeant for the past of Drug Controller Genearal of India (DCGI). While we
fully endorse the necessity of maintainng high standards for this crucial role,
carlain stipulations in the advertisemenl appagr excessively restrictive and may
inadvertantly limit far represantation across the nation,

The qualifications and pay scale requiramants spacified in the advertisement are
disproportonately stringent, effectively making only one or two states eligible 1o
meet these criteria. As you are aware, the pay bands for analogous posiions in
slate cadras across India ana ganerally lower than the advertised standards. These
stnngent requirements exclude otherwise desening and capable candidates from
various states, undermining the principles of natural justice.

In view of the abave, we respectiully urge your intervention to address the following
CONCArns

1. Relaxation of Qualification Criteria:
This measure wil ensure fair opportunities for all states, Irrespechve of
varalions in cadre structure, o nominale suitable and compedent candidates,

2. Reassessment of Pay Scale Requirements:
By aligning the pay scale with the prevaiing pay bands in state cadres,
inchusivity and eguitable representation can be achieved.

Such revisions are crucial to uphalding faimess and creating a level playing field,
thereby enablng a larger pool of deserving candidates to compede for this pivolal
posion

H.Q. 15-21-150V6, New Balaji Nagar,
Kukatpally, Hyderabad (T.S), INDIA.

Phone : 8121296397, 8094357800,9977177574
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Given the urgency and significance of this matter, we request your kind office to
take prompt steps to amend the advertisement accordingly. We remain at your
disposal to provide any additional information or clarification required in this regard.

Thank you for your attention and consideration.

Yours sincerely,

Bk

G. Koteshwar Rao
National President
Drug Control Officers’ Indian Welfare Association (DCOIWA)

Copy forwarded to:

The Under Secretary (Drugs),
Ministry of Health & Family Welfare,
Government of India

Room No. 414A, D Wing,

Nirman Bhavan, New Dealhi- 110011
Email: drugsdiv-mohfw@nic.in

H.Q. 15-21-150/6, New Balaji Nagar,
Kukatpally, Hyderabad (T.S), INDIA.

Phone : 8121296397, 8094357800,9977177574.
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From:

G. KOTESHWAR RAO
National President, DCOIWA
Date: 6th March, 2025
Place: Hyderabad

To

Shri Dinesh Gundu Rao

Hon’ble Minister for Health and Family Welfare
Government of Karnataka

Vikas Soudha, Bengaluru

Email: healthhminister2023gok@gmail.com

Subject: Heartfelt Gratitude for the Reinstatement of Dr. S. Umesh as State
Drugs Controller, FDA Karnataka

Respected Sir,

On behalf of the Drugs Control Officers’ India Welfare Association (DCOIWA)
and the entire fraternity, | extend my sincere gratitude to you for your judicious
decision to reinstate Dr. S. Umesh as the State Drugs Controller of FDA Karna-
taka.

Dr. Umesh is a dedicated, sincere, and hardworking officer who has consis-
tently demonstrated his commitment to upholding the integrity of drug regula-
tion in the state. His vast experience and deep understanding of the pharma-
ceutical sector have significantly contributed to ensuring public health and
safety. His reinstatement is a testament to your commitment to meritocracy
and fair governance.

We truly appreciate your support in recognizing the invaluable service of offi-
cers like Dr. Umesh, whose leadership is crucial in maintaining the efficiency
and credibility of the FDA. Your decision will undoubtedly strengthen the confi-
dence of regulatory officers in the system and inspire them to serve with even
greater dedication.

Once again, | extend my heartfelt thanks for your intervention and thoughtful
decision. We look forward to continued progress under your esteemed |leader-
ship.

With warm reaards,
-——-wa‘g

G. KOTESHWAR RAO
National President
DCOIWA

H.Q. 15-21-150/6, New Balaji Nagar,
Kukatpally, Hyderabad (T.S), INDIA.

Phone : 8121296397, 8094357800,9977177574.
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e et any | SUDJECt: Strengthening of Drugs Control Depatment in Manipur State —
Mrs. Kanchan Sinka Submission of Suggestions
Call 9774548986 - Tripura
:f',;'__" i Eaa Reference: Personal meeting held with youin youroffice on 18th March 2025
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Respected Sir,

With reference to the subject cited above and our recent discussion, | would like to
humbly present a few suggestions for strengthening the Drugs Control
Department in Manipur State. These suggestions are being submitted in my
capacity as the National President of the World's Largest Drug Regulatory
OfficersAssociation (dcoiwa.com).

1. Renaming the Department:
The Department should be renamed as “Drugs Control Administration - Manipur®
to reflectits regulatory authority more accurately.

2. Structural Division:

The Department should be bifurcated into two distinct wings:
Enforcement Wing

Drug Testing Laboratory Wing

3. Proposed Structure for the Enforcement Wing:

Drugs Controller (State Licensing Authority): 1 Position

Joint Drugs Controller: 1 Position

DeputyDrugs Controller: 1 Position

Assistant Drugs Controller (District Sales Licensing Authority): 4 Positions
Drugs Inspectors: 16 Positions

H.Q. 15-21-150/6, New Balaji Nagar,
Kukatpally, Hyderabad (T.S), INDIA.
Phone : 8121296397, 8094357800,9977177574.
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4. Proposed Structure for the Drug Testing Laboratory Wing:
GovernmentAnalyst: 1or 2 Positions

Senior Scentific Officer (SSO): 2 Positions

Junior Scientific Officer (JSO): 4 Positions

Junior Analysts: 8 Positions

5. Minimum Qualification for EnforcementOfficers:
The minimum qualification for the Enforcement Division should be a Bachelor's
Degree in Phamacy (4-year course).

| came to know that recently, a Diploma-qualified pharmacist was promoted to the
postof DrugsInspector. This isa dear violation of the law and islegally invalid.

6. Minimum Qualification for Laboratory Analysts:
The qualification for Laboratory Analysts should be either a Bachelor's Degree in
Pharmacyor aBachelor's Degreein Science.

7.Selection Process:
The recruitment process for all positions should be conducted through a written
examination followed by aninterview.

Presently, as per my knowledge, most officers have been promoted from
Government Pharmacists without a proper selection process.

8. Security and Utilization of Drug Testing Laboratory:
The Drug Testing Laboratory building is well-constructed but lacks adequate
security, leading toincidents of theft.

Several sophisticated testing instruments remain unused due to a shortage of
skilled manpower.

9. UrgentNeed forIin-House Drug Testing:
Shockingly, not a single drug sample hasbeen tested in Manipurto date.

A recent incident highlighted the critical need for in-house testing when Ringer
Lactate Solution manufactured by Paschim Bangla Pharmaceuticals caused
adverse reactions.

The samples had to be sent to Guwahati, Assam, for testing, which caused
unnecessary delays.

H.Q. 15-21-150/6, New Balaji Nagar,
Kukatpally, Hyderabad (T.S), INDIA.

Phone : 8121296397, 8094357800,9977177574.
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In Karnataka, deaths occurred due to the same product from the same
manufacturer. As aresult, the Karnataka Government suspendedits State Drugs
Controller, and about 80 batches of the same drug failed sterility tests, leading to
legalaction and suspension of the manufacturer'slicense.

10. Lack of Legal Action:

It is deeply concerning that no legal cases have been filed by the Manipur Drugs
Control Department since its inception. This reflects the lack of training and
procedural knowledge among enforcement officers.

Drugs Inspectors have the authority to file cases in court against violations such
as unlicensed premises, sale of govemment medicines, physician samples,
illegal blood donation centers, spuriousdrugs, and substandand drugs.

Additionally, the Drugs Inspectors have not been officially notified in the Gazette
as per Section 21 of the Drugs and Cosmetics Act. | am enclosing a copy of a
Gazette Notification from another state for your reference.

11. Appointment of an Advisor:

It is recommended to appoint an Advisor (preferably a retired Drugs Controller
from a neighboring state) to provide guidance and ensure proper regulatory
procedures are followed for safeguarding publichealth.

12. Capacity Building and Training:
On behalf of DCOIWA, we regularly conduct workshops to train working Drugs
Inspectors.

Recently, | conducted a workshop in Manipur on "Labeling of Drugs®, and the
feedback from participants was overwhelmingly positive.

| would like to formally invite your officers to attend our 3rd Annual Congress cum
Workshop scheduled for 11th & 12th July 2025 at Ramoji Film City, Hyderabad.
This event will be a valuable opportunity for knowledge sharing and interaction
with regulatory officers from across the country.

13. Offer of Support

The DmgsCod(mIOi;ﬁcers(l) Welfare Associationis willing to extend its expertise
and support to the Manipur Drugs Control Department as and when required.

H.Q. 15-21-150/6, New Balaji Nagar,

Kukatpally, Hyderabad (T.S), INDIA.
Phone : 8121296397, 8094357800,9977177574.
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In condusion, | am grateful for the opportunity to share my insights and
recommendations with you. Our common goal is to ensure “the right medicine
reaches the right patient at the righttime and at the right price.” | am confident that
these measures will significantly strengthen drug regulation in Manipur, thereby
enhancing public health and safety.

Thanking you once again for your time and consideration.

Sincerely yours,

—8

G. KoteshwarRao

National President

Drugs Control Officers | Welfare Association (DCOIWA)
Contact: +91 81212 96397

Email: inspectordrugs@gmail.com

Encl.: Copy of Gazette Notification for Reference

H.Q. 15-21-150/6, New Balaji Nagar,
Kukatpally, Hyderabad (T.S), INDIA.
Phone : 8121296397, 8094357800,9977177574.
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By Dr. K Shabari Gininath, DI NCT of Delhi
Regulator’s Guide to Pharmaceutical Quality Systems (PQS)

Welcome, Regulators! Today, we're going to dive into one of the most crtical aspects of our work: the
Phamaceutical Quality System (PQS).

We should think of curselves as a guardian of public health. Every pharmaceutical product that reaches a patient
must be safe, effective, and of the highest quality. Our job is to ensure that manufacturers follow a structured and
robust PQS, the one that integrates Good Manufacturing Practices (GMP) and Quality Risk Management (QRM).

But how do we evaluate if a company has an effective PQS? What should we look for? And most importantly, how
do we guide manufacturers to maintain compliance and improve their systems? Let's break it down.

1. The Foundation: Why PQS is Essential

Imagine a patient with a life-threatening condition who depends on a drug. That drug must work exactly as
intended—not just once, but every single time. Any variation in quality could lead to treatment failure, severe side
effects, or even death.

That's why PQS is not optional—it is the backbone of pharmaceutical manufacturing.

A well-designed PQS ensures that:

Every batch meets strict quality standards.
Manufacturing is controlled and consistent.
Products comply with licensing requirements.
B4 Patient safety is never compromised.

As regulators, we must ensure that every manufacturer takes full responsibility for the quality of their
products.

2. Leadership Matters: Senior Management's Role

One of the first things we should evaluate in an inspection is how sericusly senior management takes quality.
Many companies believe that quality is just the responsibility of the Quality Assurance (QA) team. That's a major

red flag.

An effective PQS starts at the top level of Organogram. Senior management must:
Allocate the right resources (trained personnel, equipment, facilities).

Define and communicate roles and responsibilities clearly.

Set a quality-first culture—not just compliance for the sake of passing inspections.
Conduct regular management reviews to identify gaps and drive continuous improvement.

If a company’s leadership isn’t fully committed, their quality system will eventually fail—and that puts
patients at risk.

3. What Should a Robust PQS Include?

When we audit a manufacturer, we don’t just check for paperwork in a conference room. We evaluate if the PQS
is truly working in practice. Here's what a well-functioning system looks like:

€ Product Realization & Lifecycle Management

Manufacturers must ensure that their processes consistently deliver quality products by designing, qualifying,
planning, and improving their systems.

¥ Knowledge Management

Companies should retain and apply their knowledge about product and process performance throughout the
lifecycle i.e., from product development to discontinuation.

& Integration with GMP & Other Regulatory Guidelines
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A manufacturer's PQS should align with:

Good Manufacturing Practices (GMP) — Ensuring product safety and consistency.
Good Laboratory Practices (GLP) — Ensuring reliability of testing data.

Good Clinical Practices (GCP) — Ensuring ethical and accurate clinical trials.

& Defining & Implementing Quality Procedures

Companies must have clear, written procedures for:
Production processes

Quality control operations

Deviations and investigations

Change management

Everything should be documented and followed rigorously: a well-written SOP is useless if it's not
enforced properly at desk level.

& Supplier & Material Management

Raw materials and packaging components must come from approved and verified suppliers.
Manufacturers must:

Have supplier qualification programs in place.

Perform regular audits on their suppliers.

Ensure every material meets strict quality standards before use.

If they fail here, the entire product is compromised before manufacturing even starts.

@ In-Process Controls & Batch Release

Every stage of production must be monitored and controlled to detect problems early.

In-process checks must be defined and consistently followed.

Equipment must be calibrated and validated regularfy.

No product should be released until it has passed all quality criteria and an authorized person has approved
the batch.

€ Managing Outsourced Activities

If a company outsources manufacturing or testing, they are still responsible for ensuring compliance.
Confracts must define quality expectations.
Oversight must be active and ongoing—not just a one-time vendor approval.

& Storage & Distribution Controls

A drug that is manufactured correctly can still fail if it's stored or transported improperly. Manufacturers
must:

Have temperature-controlled storage when needed.
Use validated transport systems to maintain product integrity.
Ensure distribution channels prevent contamination or counterfeiting.

& Internal Audits & Self-Inspections

A good company identifies and fixes its own mistakes before regulators do.

ﬂ Regular self-inspections help maintain compliance.

Findings should be documented and corrective actions taken.

Companies should view audits as learning opportunities, not just regulatory hurdies.

& Deviations & CAPA (Corrective & Preventive Actions)

Deviations will happen. What matters is how they handle them.
Investigate root causes (not just symptoms).
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Implement corrective actions to fix cumrent issues.
Implement preventive actions to avoid future occurrences.
Monitor CAPA effectiveness over time.

A company that ignores small problems will eventually face a major compliance failure.
€ Change Control & Risk Management

Any change in process, equipment, or materials must be evaluated for risk before implementation.
Does it impact product quality?

Does it require regulatory approval?

Has it been tested and validated before full-scale implementation?

If a company makes uncontrolled changes, their PQS is weak.
€ Ongoing Product Quality Reviews

Manufacturers should conduct annual product reviews to:
Identify trends in quality data.

Improve process efficiency.
Reduce risk of future failures.

A company that never evaluates its own performance is a big compliance risk.
4. Continuous Improvement: The Key to Compliance & Quality

A strong PQS isn't just about passing inspections, it's about protecting public health. As regulators, our job isn’t
just to catch mistakes, it's to ensure companies build and maintain a culture of quality.

A strong manufacturer will:

Treat quality as a continuous improvement process, not just a regulatory obligation.

Encourage employees to speak up about quality concerns.

Invest in training, better systems, and preventive measures.

On the other hand, a high-risk manufacturer will:

X Do the bare minimum for compliance.

X Rely on reactive fixes instead of proactive prevention.
X Cut corners to save costs.

As a regulator, we must be able to distinguish between the above two.
5. Final Thoughts: Our Role as a Regulator

Being a Drug regulator isn't just about marking Yes/No/NA in the checklist provided the agency, but it's about
ensuring that patients receive safe, effective, and high-quality medicines.

When we inspect a company, we should ask ourselves:

Q, Do they truly prioritize quality, or are they just trying to pass inspections?
Q, Are senior leaders actively engaged, or is quality left to the QA team alone?
Q, Do they learn from mistakes, or do they repeat the same problems?

Our job is to guide, enforce, and improve. We are not just an inspector; we are a protector of public health.
Now, let's go out there and make sure the pharmaceutical industry meets the highest possible standards.

Compiled by: Dr. K. Shabari Girinath
Drugs Inspector, Drugs Control Department, Govt of NCT, Delhi.
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Sympesium on Dissohstion Science and Drug Development

Dr Rajeev Singh Raghuvanshi Kamal Ranjan Chawla Manmohan Taneja
Drugs Controller General SDC, FDA NCT of Delhi State Drugs controller
Of India FDA HARYANA

N

%

Dr Ajay Sachan R. K. Harna Rakesh Dahiya
DDC, CDsCO ASDC(RETD) SDCO Sonipat Zone
North Zone, FDA HARYANA FDA Haryana

Ghaziabad

Dr Rajiv Desai Sudeep Ojha Raveendranath Govindaraj

Senior Technical General Manager, Founder & Managing
Advisor (Quality and Analytical Development, Partner,Lab Iconics

Regulatory), IPA Zydus Lifesciences Ltd Technologies LLP

Prof. Saranjit Singh Dr Sanyog Jain Suhas Yewale Vijay Kshirsagar
Ex. Professor & Head, Professor, Associate Director, Director & CEO,
Pharmaceutical Analysis, Pharmaceutics, Techno Commercial, TRAC Pharma
NIPER, SAS Nagar NIPER, SAS Nagar  SOTAX India Pvt Ltd, Mumbai Consuiting
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