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MESSAGE PHARMACOVIGILANCE PROGRAMME OF INDIA

Message from the Desk of Secretary-cum-Scientific Director

| am privileged to release the Pharmacovigilance Programme of India (PvPI)
Newsletter Volume 15, Issue 1 for the index period January to March, 2025 on the
theme 'Strengthening of Pharmacovigilance Systems at Market Authorization

Holders (MAHSs): Focus on Pharmacovigilance Guidance Document for MAHs of

Pharmaceutical Products, Version 2.0,

During the index period, 25 New Adverse Drug Reaction Monitoring Centres
(AMCs) have been enrolled under PvPl and total number of AMCs are 1050 across
the country. A total of 9.37 Lakh Individual Case Safety Reports have been reported to PvPI as on 317
March2025.The PvPlisregularly sensitizingits stakeholders aboutthe pharmacovigilance and reporting
of Adverse Events through Awareness Programmes, Trainings, Workshops, Skill Development
Programmes, Continuing Medical Education (CME) etc. The PvPI has organized a total of 338 training

programmesandtrainedatotalof17752 participantsintheareaofpharmacovigilanceinthis quarter.

NCC-PvPI, IPC has released the Pharmacovigilance Guidance Document for Marketing Authorization
Holders (MAHs) of Pharmaceutical Products, Version 2.0 on 17" September 2024. This PV Guidance
Document for MAHs has been effective from 1" February 2025 to strengthen the Pharmacovigilance
system atMAHs organizationinlIndiaand has alsoissued a hotice forthe same. To sensitize the MAHs for
the implementation of this PV guidance document in country, the NCC-PvPI, IPC has organised zone

wiseonedaytraining programmesforthe MAHs acrossthe country.

The NCC-PvPI, IPC has issued a total of 177 drug safety alerts so far for the sensitization of healthcare
professionals and reporting of such adverse drug reactions to PvPI, if encountered with the use of such
drugs.

At global level, the NCC-PvPI, IPC being a World Health Organization-Collaborative Centre for
Pharmacovigilance in Public Health Programmes and Regulatory Services is regularly sharing the latest
information on safety and regulatory actions of medical products taken by the CDSCO based on PvPI
recommendationstothe SEARN Countries.

Asateam,wewillcontinuetoworktoimprove patient safety. | congratulate the PvPlteam, AMCs, subject
experts and other stakeholders for their ceaseless efforts, cooperation and contribution in

strengtheningthe pharmacovigilance systeminIndia.

(Dr. Rajeev Singh Raghuvanshi)
Secretary-cum-Scientific Director
Indian Pharmacopoeia Commission
(Ministry of Health & Family Welfare,
Government of India)

Ghaziabad - 201002
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PHARMACOVIGILANCE PROGRAMME OF INDIA COVER STORY

Pharmaﬁlaﬁigilance

Strengthening of PV Systems at

Marketing Authorization Holder (MAH) ale e b

Organizations: Focus on the PV “Waiketing Aieruiion Helders
Guidance Document ifor MAHs of f( %S
Pharmaceutical Products, Version 2.0

Natleaal Ceardinatian Ceatre - Phamacaigilanes Fragimse o dedia
# Callaboratins with Ceatral Drups Standard Cantral Orpanicstian
Missitry uf Mawith & Family Wellars

The National Coordination Centre — Pharmacovigilance Programme of India (NCC-PvPI), Indian
Pharmacopoeia Commission (IPC) in collaboration with Central Drugs Standard Control
Organization (CDSCO) has revised the Pharmacovigilance Guidance Document for MAHs of
Pharmaceutical Products, Version 1.0 for strengthening of PV systems at MAHs. The revised
version, Version 2.0 of this Guidance Document was released at NCC-PvPl on 17" September
2024, This PV Guidance Document for MAHs has become effective from 1 February 2025 to
strengthen the Pharmacovigilance system at MAHs organization in India and a Notice in this
regard was issued by Secretary-cum-Scientific Director, IPC on 11" November 2024 & uploaded

onwebsite of IPC www.ipc.gov.in, also.

The revised version, Version 2.0 of this Guidance Document has the following objectives:
1. To assist and facilitate MAHs of pharmaceutical products for reporting all AEs accurately,
efficientlyandtimelyto NCC-PvPI, IPC and CDSCO.
2. Toestablishauniform PV System at MAHs organization across the country by:
(i) Preparationand maintenance of Pharmacovigilance System Master File
(i) Collecting, Processing and Reporting of Individual Case Safety Report (ICSR) by
Marketing Authorization Holder (MAH)
(iii) Preparation & Submission of Periodic Safety Update Report by MAH
(iv) Implementation of Quality Management System at MAH organization
(v) Audits &Inspections of Pharmacovigilance System at MAH organization
(

vi) Preparationand Submission of Risk ManagementPlan
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COVER STORY PHARMACOVIGILANCE PROGRAMME OF INDIA

Process of Preparation of Pharmacovigilance Guidance Document for MAHs of
Pharmaceutical Products, Version 2.0

An Expert Committee was constituted to revise the existing PV Guidance Document for MAHs of
Pharmaceutical Products, Version 1.0 l

PV Guidance document, Version 1.0 reviewed by organising 10 Expert Committee meetings and

incorporated theircomments. l

Public/stakeholders comments obtained by uploading the draft version 2.0 of PV Guidance
Document for MAHs of Pharmaceutical Products on website of PvPI, IPC - www.ipc.gov.in for 30

days l

Examination of comments/suggestions obtained by the Expert Committee

l

Incorporation of valid comments by the NCC-PvPITeam atIPC

l

The pre-printversion circulated to the Expert Committee forreview and approval

l

Finalversion approved bythe Competent Authority and printed

This Pharmacovigilance Guidance Documenthas following chapters:

Chapter1 : Pharmacovigilance System Master File

Chapter2 : Collection, ProcessingandReporting of Individual Case Safety Report (ICSR)
Chapter3 : Preparation &Submission of Periodic Safety Update Report (PSUR)
Chapter4 : QualityManagementSystem atMarketing Authorization Holders Organization

Chapter5 : Audits & Inspections of Pharmacovigilance System at Marketing Authorization

Holders Organization

Chapter6 : SubmissionofRiskManagementPlan
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PHARMACOVIGILANCE PROGRAMME OF INDIA COVER STORY

Whatisnewinthisdocument?

This guidance document is updated in the light of New Drugs and Clinical Trials Rules, 2019
andrevised Schedule M of Drugs and Cosmetics Rules, 1945.

Theterminology for PVOlisreplaced with PVOIC.
The“Module”isreplaced with“Chapter”
Definition of New Drugis updated inaccordance with NDCTRules, 2019

The Marketing Authorization Holders should maintain records in Excel/Electronic sheets.

Sensitization measures for implementation of this pharmacovigilance guidance
document:

To sensitize the MAHs for the implementation of this PV guidance document in country, the
NCC-PvPI, IPC has organized zone wise one day training programmes forthe MAHs across the
country. The details of such training programmes are given below:

S. No. Date Venue No. of Participants

F National Institute of Mental Health &
1. 29" January 2025 ) 57
Lo Neuro Sciences (NIMHANS), Bengaluru *

Central Drugs Testing Laboratory (CDTL),

2. 28" February 2025 _
y Mumbai *

51

*

#

These events are covered in detail under Training and Education section of this Newsletter

Another steptowards sensitization of MAHs was taken by NCC-PvPlvia publication of training
and flyer in IDMA (Indian Drug Manufacturers' Association) Bulletin LVI (12), 22 to 30 March
2025, Page No. 13-14, (weekly publication)# ‘

Please see PvPl in Press & Media of this Newsletter
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EXPERT INSIGHTS PHARMACOVIGILANCE PROGRAMME OF INDIA

Medication errors associated Preventable
Adverse Drug Reactions

Dr. Shivani Juneja Bedi, Consultant, Clinical Pharmacology,
AMC Coordinator, Fortis Hospital, Mohali

Medication errors are a significant cause of preventable adverse drug reactions (PADRs) and
pose a major challenge to patient safety worldwide. PADRs are harmful or unintended effects of
medications that occur due to medication errors. They are considered preventable because they

could have been avoided if the medication error had not occurred.

The other important aspect is that not all adverse drug reactions (ADRs) are preventable. ADRs

canrange from mild to severe and in some cases, can be life-threatening.

Medication errors can happen at any stage of the medication-use process, including prescribing,

transcribing, dispensing, administration and monitoring.

Prescription errors may be incorrect drug selection, dose, frequency, or route of administration.
Transcription errors include incorrect/inappropriate dose, frequency, route of administration,
duration or missed special instructions especially in PRN (pro re nata- as needed) drugs.
Dispensing errors can be like inappropriate dispensing in the form wrong or expired
dose/strength. Administration errors can be wrong drug/dose/duration/frequency, wrong drug
administration technique by healthcare staff followed by inability to identify monitoring

parameters, failure torecognize ADRs and reportingofthe same.

Additionally, there are other attributable factors to PADRs. A study by Woo et al stated that the
common contributing factors to PADRs included inadequate patient instructions, monitoring,
follow-up and reassessments after medication changes are been made. The study also

highlights that more than two-thirds of ADRs were rated as probably or definitely preventable. 2
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PHARMACOVIGILANCE PROGRAMME OF INDIA EXPERT INSIGHTS

Developing strategies that target patients and medications associated with PADRs may help in
combatting this issue. A thorough understanding of contributing factors can provide insight into
the occurrence of PADRs. Various studies have recommended steps to improve patient
adherence, encourage adherence to treatment guidelines, better monitoring of patients, and

. . . . . . [2,2,4]
optimize communication between providers and patients.

We need to overcome barriers and challenges in reporting medication errors that may be PADRs.
Challenges like fear of punishment/litigation, embarrassment of being involved in discussions,
regulatory reporting requirements, too much workload, lack of awareness on reporting are a few

tomention.

To conclude is important to note that not all ADRs are preventable. Some people may experience
ADRs to medications even if the medication is prescribed and administered correctly. However,
medication errors are a significant cause of PADRs and itis important to take steps to reduce the

riskofthese errors.
References:

1. Woo0SA, CraggA, etal., Preventable adverse drug events: Descriptive epidemiology. BrJ Clin
Pharmacol. 2020 Feb;86(2):291-302.doi: 10.1111/bcp.14139.

2. Van der Hooft CS, Dieleman JP, et al., Adverse drug reaction-related hospitalisations: a
population-based cohort study. Pharmacoepidemiol Drug Saf. 2008 Apr;17(4):365-71. doi:
10.1002/pds.1565.

3. Zed PJ, Abu-Laban RB, et al., Incidence, severity and preventability of medication-related
visits to the emergency department: a prospective study. CMAJ. 2008 Jun 3;178(12):1563-9.
doi: 10.1503/cmaj.071594.

4. Zed PJ. Drug-Related Visits to the emergency department. Journal of Pharmacy Practice.
2005;18(5):329-335.d0i:10.1177/0897190005280049.
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ENROLMENT OF NEW AMCs PHARMACOVIGILANCE PROGRAMME OF INDIA

NCC-PvPI, IPC has enrolled 25
new AMCs in 25" Phase of PvPI
expansion. The total number of
AMCs enrolled by the end of
this quarter were 1050 across
the country. The list of newly
enrolled AMCs is mentioned
below:

S. States Name of Hospitals/Medical Status of Hospital
No. Colleges/Institutes (Govt. / Private)

Goel Orthopaedic Centre
1. SCF 15-16 Huda Complex, Opp. DRDA,
Gohana Road, Jind, Haryana - 126102

Chowdhary Hospital
Rohtak, Haryana - 124001

Haryana Siwach Sanjeevani Hospital Non-Government
123, Rajendra Nagar,

Main Gohana Road, Rohtak,
Haryana - 124001

Apex Heart Super Speciality Hospital Ambala,
Haryana - 134003

Shree Hari Hospital (Super Speciality Hospital
& Trauma Centre)

31 Ashoka Colony, Karnal,

Haryana - 132001

Malhotra Hospital and Trauma Centre Opp.
6. Himachal Pradesh | Petrol Pump, Main Bazar, Ner Chowk, Mandi, Non-Government
Himachal Pradesh - 175008
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PHARMACOVIGILANCE PROGRAMME OF INDIA ENROLMENT OF NEW AMCs

NU Hospitals Pvt. Ltd.
7 #4.1, West of Chord Road, Next to Iskcon, Rajaji

Nagar, Bengaluru, Karnataka - 560010
Karnataka Non-Government

Basaveshwara Medical College &
8. Hospital SJIM Campus
NH-4, Medehalli, Chitradurga, Karnataka - 577502

Madhya Best Superspeciality Hospital

Pradesh Jabalpur, Madhya Pradesh - 482002 L e

VIMS Hospital
10. Mohan Nagar, LIC Square Kamtee Road, Nagpur,
Maharashtra - 440001

Apple Hospitals & Research Institute Ltd. Apple
Saraswati Multispeciality Hospital

804/2, 805/2, E Ward, Kadamwadi - Bhosalewadi
Road, Kolhapur, Maharashtra - 416003

Maharashtra Non-Government

11.

Sant Gajanan Maharaj Rural Hospital
T2 Site- Chinchewadi, Gadahinglaj Road Hasurwadi,
Kolhapur, Maharashtra - 416503

Cancer Treatment Services Hyderabad Pvt. Ltd. &
Babina Speciality Hospital

13 Manipur I S, ; Non-Government
P Khabeisoi Sajiwa Jail Road, Imphal East,
Manipur - 795010

14 Dr. Karam Singh Memorial Multispeciality Hospital

’ 18-A, Circullar Road, Amritsar, Punjab - 143001
15 Khanna Multispeciality Hospital Pvt. Ltd.

’ Punjab Main GT Road, Khanna, Punjab - 141401 Non-Government
16. Kalyan Hospital, Div. no. 3 Chowk, Near Fire

Brigade, Ludhiana, Punjab - 141008

Umeed Multispecialty Hospital
171 Dhuri, Patiyala By-pass Road, Near GIS School,
Sangrur, Punjab - 148007
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PHARMACOVIGILANCE PROGRAMME OF INDIA

18.

19.

20.

21

22,

Rajasthan

Shri Krishan Hospital
Near Bijori, Lalsot Road, Dausa,
Rajasthan - 303303

Rhythm Heart & Multispeciality Hospital
Opp. FCI Godown, Near Kendriya Vidyalaya,
Udaipur Road, Banswara, Rajasthan - 327001

AMRC Hospital
Kiran path, Mansarovar, Sector-3, Jaipur,
Rajasthan - 302020

Om Hospital
8-9, Near BSNL Godown, Naya Gaon Road, Pali
Marwar, Rajasthan - 306401

Maharaja Agrasen Superspeciality Hospital
Jaipur, Rajasthan - 302039

Non-Government

23.

Tripura

ILS Hospitals
Agartala, New Capital Complex, New Secretariat,
West Tripura, Tripura - 799010

Government

24.

25.

Uttar Pradesh

MIMHANS Neurosciences Hospital
281, 283 Mangal Pandey Nagar, Opposite CCS
University, Meerut, Uttar Pradesh - 250004

SRMS Goodlife Hospital
101/2, 101/3, Brahampura East, Stadium Road,
Bareilly, Uttar Pradesh - 243122

Non-Government
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PHARMACOVIGILANCE PROGRAMME OF INDIA TRAINING & EDUCATION

Regional ‘Training Programme for MAHs at NIMHANS,
Bengaluru

NCC-PvPI, IPC organised Regional Training Programme on Implementation of
Pharmacovigilance Guidance Document for Marketing Authorization Holders (MAHs) of
Pharmaceutical Products, Version 2.0 at National Institute of Mental Health and Neuro Sciences
(NIMHANS), Bengaluru on 29" January, 2025. The objective of this training programme was to
sensitize the MAHs for implementation of this Guidance Document. The technical sessions

included were:

* An Overview of Current Scenario of PvPI including changes in PV Guidance Document,
Version 2.0 by DrJai Prakash, Officerin-Charge, PvPI, IPC, Ghaziabad

e Regulatoryaspectsof Pharmacovigilance by Shri Rajsekhar, Deputy Drugs Controller of
India, CDSCO

e Establishment of PV System by Marketing Authorization Holders: Lessons learnt, Challenges
& Way Forward by DrJamal Baig, Multi-Country Safety Head, South-Asia & Indo-China, Sanofi
India Ltd.

* Implementation of Pharmacovigilance system as per PV Guidance Document for MAHs,
Version 2.0-Industry perspective by Dr Manoj Sharma, Head & QPPV-Global

Pharmacovigilance Department, Win-Medicare Pvt. Ltd, New Delhi.

A total of 57 participants (industry professionals) attended this training programme from across

the country.
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TRAINING & EDUCATION PHARMACOVIGILANCE PROGRAMME OF INDIA

Workshop cum-Training Programme on
Pharmacovigilance for NABH Accredited Hospitals

NCC-PvPI organised one day Workshop-cum-Training Programme on Pharmacovigilance for
NABH Accredited Hospitals in physical mode at Fortis Hospital, Mohali (SAS Nagar), Punjab on
31" January 2025. The objective of the training Programme was to enhance Pharmacovigilance
skill of the healthcare professional of the NABH Accredited Hospitals in order to promote patient
safety. This programme was coordinated by Dr. Shivani Juneja, AMC Coordinator, FH-Mohali and
her team. Dr. Jai Prakash, Officer-in-Charge, PvPI, gave his insight on 'Overview of Current Status

of Pharmacovigilance Programme of India’. Atotal of 114 participants attended the workshop.

Workshop on 'Pharmacovigilance and .iﬂﬂﬂ':;f*“”
Reporting of ADRs' was organised by A
Department of Pharmacology, Sri
Venkateswara Institute of Medical Sciences
(SVIMS), Tirupati, Andhra Pradesh on 31"
January, 2025. The objective of the
workshop was to improve ADR reporting. A
total of 230 participants attended the
workshop including nurses, Pharm D
students, medical safety officers and MBBS

students.
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PHARMACOVIGILANCE PROGRAMME OF INDIA TRAINING & EDUCATION

ALT on ADR Sans Frontiers organised by AIMS, Kochi

Amrita Institute of Medical Sciences (AIMS), Kochi, being a Regional Training Centre (RTC) as well
as an AMC (Adverse Drug Reaction Monitoring Centre) under PvPl organized the Third Advanced-
Level one-day Training program titled 'ADR Sans Frontiers', at Amriteshwari hall on 28" February
2025. 57 delegates participated in this event which had the privilege of hosting an illuminative
talk by Dr RS Ray, Scientific Assistant, represented from NCC-PvPlin this programme. The vote of
thanks proposed by Ms TinuTS.

Participation in MedDRA User Group Meeting
MedDRA MSSO organized User Group Meeting for stakeholders in India on 11" February 2025 at
Rose Ballroom, Radisson Gurugram, Udyog Vihar. The MedDRA User Group Meetings are held to

exchange best practices and lessons to provide feedback on the quality and effectiveness of
MSSO services. NCC-PvPI officials were invited to attend this event. Dr Jai Prakash, Officer-in-
charge, PvPI briefed on “How is MedDRA used in PvPI?”, sharing briefly about PvPI, Release of PV
Guidance Document version 2.0 and various case example of MedDRA use in PvPl. MedDRA

Change Request Process and User Perspective was also explained in details by Dr Anamika

Dutta, Medical Officer, MedDRA MSSO and Shweta Tiwari, GSK.

e 1

||| wsconn [P meaona [ .
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TRAINING & EDUCATION PHARMACOVIGILANCE PROGRAMME OF INDIA

Regional Training Programme for MAH at CDTL, Mumbai

NCC-PvPI, IPC organised Regional Training Programme on Implementation of
Pharmacovigilance Guidance document for Marketing Authorization Holders (MAHs) of
Pharmaceutical Products, Version 2.0 at Central Drug Testing Laboratory (CDTL), Mumbai on 28"

February 2025. Thetechnicalsessionsincludedwere:

e An Overview of Current Scenario of PvPI including changes in PV Guidance Document,
Version 2.0 by Dr Jai Prakash Officer-in-Charge, PvPI, IPC, Ghaziabad

* Regulatory perspective of Pharmacovigilance in India by Dr. Santosh Vitthalrao Indraksha,
DDC (l), CDSCO (WestZone Office), Mumbai

¢ Role ofMedDRAiInPharmacovigilance DrAnamika Dutta, Medical Officer, MedDRA, Mumbai

* Salient features of Pharmacovigilance Guidance Document for MAHs of Pharmaceutical
Products, Version 2.0 DrVivek Ahuja, Sr. Vice President, Eversana Lifesciences Services

Vote of thanks was given by Dr C. Hariharan, Director, CDTL, Mumbai. A total of 51 participants
attended thistraining programme.
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PHARMACOVIGILANCE PROGRAMME OF INDIA TRAINING & EDUCATION

32™ Skill Development Programme on
Pharmacovigilance

The NCC-PvPI, IPC has conducted 32" Skill Development Programme (SDP) on
Pharmacovigilance in virtual mode from 3"“-7"March 2025. The training programme started with
welcome address by Dr. Jai Prakash, Sr. Principal Scientific Officer, IPC & Officer-in-Charge, PvPI

and extended hiswarm greetings & bestwishes to allthe participants.

The technical session of the 5 days SDP started with the presentation 'History & Basic Concepts
of Pharmacovigilance'. During the 5 days SDP, total of 20 technical sessions were conducted on
various topics of Pharmacovigilance. The technical sessions were delivered by subject experts
from the Pharmaceutical Industries, Academic & Research Institutions. The training session
covered the basics of Pharmacovigilance to in-depth signal detection method and regulatory
interventions including all the aspects of Pharmacovigilance in a stepwise manner to make easy
andunderstandabletothe participants.

A total of 369 participants attended the SDP including Industry Professionals, Physician,
Academicians, Pharmacy Students, Medical Students, and Pharmacists across the country. At
the end, the participants provided their positive feedback and also appreciated the efforts of PvPI
team under the guidance of Dr. Jai Prakash. The training programme received an overwhelming

response from allthe participants.

JANUARY - MARCH 2025 | PvPI NEWSLETTER G



TRAINING & EDUCATION PHARMACOVIGILANCE PROGRAMME OF INDIA

Induction—cum-"Training Programme organised by
NCC-PPL IPC

NCC-PvPI, IPC conducted one day online 'Induction-cum-Training Programme' for
Coordinators/deputy coordinators & PvAs of newly recruited AMCs on 10" March, 2025.The
objective of this training programme was to enhance the skills of participants in order to promote

patient safety. Atotal of 31 participants attendedthis training programme.
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PHARMACOVIGILANCE PROGRAMME OF INDIA TRAINING & EDUCATION

ALT in Pharmacovigilance organised by BJMC,
Ahmedabad

Advance level training (ALT) in Pharmacovigilance
was organised by RTC & AMC BJ Medical College,
Ahmedabad on 12" March, 2025. The objective was
to train coordinators, deputy coordinators, PV
associates on advanced topics /areas of
Pharmacovigilance in the Indian Context. The

training was also open to other personnel . & =

associated with Pharmacovigilance and

Materiovigilance. Speakers included Dr. Jai
Prakash, Officer-in-Charge, PvPI, Dr. Chetna Desai,

AMC-RTC Coordinator and many more. A total of 387 participants attended the training

programme.

CML organised by PGIMER, Chandigarh

Two days Continuous Medical Education
(CME) was organized by the Department of
Pharmacology, Post Graduate Insitute of
Medical Education & Research (PGIMER),
Chandigarh. The two-day event included
lectures by Prof. Bikash Medhi's on 'Role of
Patient Safety from Pharmacovigilance and
Materiovigilance: A New Era' and Dr. Ajay
Prakash on 'Global Prospective of
Pharmacovigilance and Materiovigilance' on
20th March 2025 and 21 March 2025
respectively. The CME was attended by a

total of 250 participants, including doctors,
healthcare providers, students, and

researchers.
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TRAINING & EDUCATION PHARMACOVIGILANCE PROGRAMME OF INDIA

Handholding meeting on Vigiflow sofltware

NCC-PvPI, IPC organized virtual Handholding meeting on Vigiflow software for newly recognized
AMCs enrolled under PvPl on 27" March, 2025. The session described enteringthe ICSRs into the
Vigiflow software and resolved the queries of attendees regarding vigiflow processing. A total of
63 participants attended this training programme including Coordinators, Deputy-Coordinators

&JuniorPharmacovigilance AssociatesatNCC and AMCs.

¥ Meeting Info Show Menu Bar

Dr. Alapan Das

Arindm Mallick

1

Dr Mrinal Das Dr. Naveen Pokala

Dr. Prashant Deshmukh Dr. sangamithra

MAMATA MEDICAL COLLEGE KH... Soumitra

@ PvPI NEWSLETTER | JANUARY - MARCH 2025



PHARMACOVIGILANCE PROGRAMME OF INDIA TRAINING & EDUCATION

CML on Real world applications of Pharmacovigilance in
clinical decision making

A one-day CME on 'Real World Applications of Pharmacovigilance in Clinical Decision Making'
organized by Department of Pharmacology, Sri Aurobindo Medical College & PG Institute,
Sri Aurobindo University, Indore on 27" March, 2025. Talks included Cutaneous Adverse Drug
Reactions, Adverse drug reaction used in oncology and Demonstration of ADR form filling by
HCPs. A total of 85 participants attended including doctors, pharmacists, nurses and other

healthcare professionals.

(QOA94 B
CME on Prakriya

Amrita Institute of Medical
Sciences (AIMS), Kochi.
AMC and RTC under PvPl,
organized the CME program e
titled 'PRAKRIYA' via hybrid
mode on 29" March 2025.

Thefirsttalk on 'The Urological burden of ADR' by Dr Sanjeevan KV, followed by next session titled
'ADR impacton Heart' by Dr B Abhilash Nair. The scientific session continued with a talk titled on
"Anti -TB drugs and ADR" by Dr Vishnu Vazhoor and a talk on "Effective running of an AMC" by Dr
Princy Louis Palatty (AMC/RTC Coordinator). The session concluded with a vote of thanks by Ms.
Tinu TS, Pharmacovigilance Associate. A total of 116 delegates participated including doctors,
PGresidents, pharmacy students, clinical pharmacists, and other healthcare professionals from

acrossthe country.
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TRAINING & EDUCATION PHARMACOVIGILANCE PROGRAMME OF INDIA

Interactive meetings with Marketing Authorization Holders

The objective of this Interactive meeting is to review the quality, number of ICSRs received in a
calendaryear, and completeness score of ICSRs received from Marketing Authorization Holders

and inform the same to representatives of Marketing Authorization Holders for taking
improvement measures.

S. No. Date Marketing Authorization Mode No. of Participants
Holder
1. 18" March 2025 Piramal Pharma Limited Virtual 7
2. 27" March 2025 Alkem Laboratories Limited Virtual 8

NCC-PVPI, IPC team and NCC-PvPI, IPC team and
Piramal Pharma Limited Representatives Alkem Laboratories Limited Representatives
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PHARMACOVIGILANCE PROGRAMME OF INDIA TRAINING & EDUCATION

Monthly trends ol training programmes conducted during
index period

The NCC-PvPI, IPC organised a total of 338 training programmes like Skill Development
Programmes, Continuing Medical Education, Advanced Level Training Programmes etc. and
trained a total number of 17752 participants in the area of Pharmacovigilance across the

country.
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Figure-1: Monthly trends of training programmes
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NHP ACTIVITIES PHARMACOVIGILANCE PROGRAMME OF INDIA

Participation in National Health Programme (NHP)
Aclivities

» The Pharmacovigilance Partner's meeting was held on 10" Feb 2025, virtually under the
Chairpersonship of Dr. Pawan Kumar, Additional Commissioner, Immunization Division,
MOHFW at Nirman Bhawan, MOHFW. This meeting was a part of regular communications
related to vaccine AE reporting and related issues between the Immunization Technical
Support Unit, CDSCO & NCC-PvPI, IPC. Dr. Jai Prakash, Sr. PSO & Dr. Vijit Agrawal, Sr. Pv
Associate from IPC had attended this meeting virtually.

» The National AEFI Committee meeting was held on 20" February 2025 in online mode. This
meeting was aimed to work upon the Report of causality assessment subcommittee- Adult
vaccination, Root Cause Analysis of Silent Districts, Report of causality assessment
subcommittee- UIP vaccines, Report of causality assessment of the Delhi State AEFI

committee etc. Dr. Vijit Agrawal had attended this meeting virtually.

e The meeting between Pharmacovigilance Programme of India (PvPl) and Central TB Division
to promote ADR reporting from various TB centers held Virtually on 06" Mar 2025. The
welcome address was given by Dr. Jai Prakash, Sr. Principal Scientific Officer, IPC wherein he
briefed the members of the meeting regarding the meeting's agenda and highlighted the
importance of ADR reporting in respect of antituberculosis drugs used in NTEP which is
happeningto negligible extent excepttwo centres where Pharmacovigilance (Pv) Associate is
posted at the ADR Monitoring Centre (AMC) of PvPI. Dr. Jai Prakash explained the system of
ADR reporting atthe AMCs under PvPI, IPC. Dr. S. K. Mattoo, Joint Commissioner & Addl. DDG-
TB, CTD explained the mechanism that how the NTEP program is functioning and also agreed

to provide full support to PvPI for betterintegration.

» The World TB Day Commemoration — 2025 was held on 24" March 2025 at Vigyan Bhawan,
New Delhi. India has committed to end TB by 2025, a goal set forth by the Honourable Prime
Ministerin 2018. India has made remarkable progress, achieving adecline in TB incidence at
twice the global average between 2015 and 2023. The commemoration was attended by Dr.
Shashi Bhushan, SSO, IPC, and Dr. Vijit Agrawal, Sr. Pv Associate, NCC-PvPI, IPC. The

deliberation had started ontime.
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PHARMACOVIGILANCE PROGRAMME OF INDIA NHP ACTIVITIES

Various dignitaries, Hon'ble Union Minister of Health & Family Welfare and Chemicals &
Fertilizers, ShriJagat Prakash Nadda, AS & MD (NHM), Smt. Aradhana Patnaik; Secretary, D/o
Health & Family Welfare, Smt. Punya Salila Srivastava; DGHS Dr. Atul Goel and many others
from various other reputed organizations had addressed the gathering and congratulated the

whole team forthe achievements of 100 days TB Mukt Bharat Abhiyaan.

Jan Andolan Towards Ending T8

WORLD TB DAY

/igyan Biw @\ " _'_Ihi|5:30pm

-

JANUARY - MARCH 2025 | PvPI NEWSLETTER e



REGULATORY MATTERS PHARMACOVIGILANCE PROGRAMME OF INDIA

New drugs approved in India

The following new drugs were approved bythe CDSCO duringthis index period;

S. No. New Drugs Approved Indication(s) Date of Issue
i 16" January
1 Tafamidis Bulk Drug 2025
Letermovir is indicated for prophylaxis of
cytomegalovirus (CMV) infection and disease in
Letermovir Bulk adult CMV-seropositive recipients [R+] of an
5 Drug &Letermovir allogeneic hematopoietic stem cell transplant 17" January
’ Tablets 240mgand | (HSCT). It is also indicated for prophylaxis of CMV 2025
480 mg disease in adult kidney transplant recipients at high
risk (Donor CMV seropositive/Recipient CMV
seronegative[D+/R-])
Fexuprazan
hydrochloride Bulk
3 Drug and Indicated for the treatment of erosive esophagitis 10" February
’ Fexuprazan (EE) 2025
hydrochloride
Tablets 40mg
Edoxaban Tosylate @
4. Monohydrate )I;ulk 11 EabRary
2025
Drug
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PHARMACOVIGILANCE PROGRAMME OF INDIA

REGULATORY MATTERS

In prevention of stroke and systemic embolism in
adult patients with non-valvular atrial fibrillation
(NVAF) with one or more risk factors, such as
Edoxaban Tablets congestive heart failure, hypertension, age = 75 20" February
5. 15mg, 30mg and years, diabetes mellitus, prior stroke or transient 2025
60mg ischaemic attack (TIA). For the treatment of deep
vein thrombosis (DVT) and pulmonary embolism
(PE), and for the prevention of recurrent DVT and PE
inadults.
Sodium Zirconium
6. gg\{:\flg::l;?zral lndicatec! for the treatment of Hyperkalaemia in 5"March 2025
) adult patients.
Suspension
(LOKELMA) 5g/10g
Rimegepant Oral For Acute treatment of migraine with or without aura 27" March
7 disintegrating in adults with a previous insufficient response to 2095
tablets (ODT) 75 mg | triptans.
Indicated in combination with other antiretroviral
Doravirine Bulk agents for the treatment of HIV-1 infection in adults 28" March
8. Drug and Doravirine | and pediatric patients weighing at least 35 kg with no 2025
Tablets 100mg prior antiretroviral treatment history only (treatment
naive)
Source:

cdsco.gov.infopencms/opencms/system/modules/CDSCO.WEB/elements/download file division.jsp?num_id=MTI2NzY=

(&~ Healthcare professionals, patients/consumers are advised to closely monitor the possibility of the Adverse Events
associated with the use of above new drugs. If any reaction is encountered, please reportto the NCC-PvPI, IPC byfilling
of Suspected Adverse Drug Reactions Reporting Form for HCPs and Medicines Side Effect Reporting Form for
Consumers (http://www.ipc.gov.in). You can also reportthrough PvPI Helpline No. 1800-180-3024 (Toll-Free).
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REGULATORY MATTERS

Drug Salety Alerts

.~
The NCC-PvPI, IPC issued the folowing drug safety alerts and -

PHARMACOVIGILANCE PROGRAMME OF INDIA

shared with AMCs through email for the sensitization of

healthcare professionals, thereby strengthening the reporting of
ICSRs to PvPI. The PvPI, IPC being a WHO Collaborative Centre
also shared the drug safety alerts with South-East Asia Regional
Network (SEARN) countries through email.

S Issue Suspected Ividication(s) Adverse Drug
No. Date drugs Reactions
Acute
o : Generalised
: For the treatment of amoebiasis, urogenital
1. Metronidazole ; o o e Exanthematous
trichomoniasis & giardiasis. .
Pustulosis
(AGEP)
: For the treatment of cutaneous mycosisviz. | Chloasma/
2. Luliconazole ; e . ; :
Tinea pedis, Tineacorporisand Tineacruris. | Melasma
12"March
2025 For the extended treatment of
symptomatic Venous Thromboembolism
; (VTE) proximal Deep Vein Thrombaosis
3. Dalteparin ; Muscle spasms
P (DVT) and/or Pulmonary Embolism (PE) to P
reduce the recurrence of VTE in patients
with cancer.
Indicated for the treatment of all types of
. ) ; : . : Erythema
4. Gliclazide maturity onset diabetes, diabetes without :
. . multiforme
orwith obesityinadults.
For the treatment of severe acute and .
; . . . Fixed Drug
5. Tramadol chronic pain, diagnostic measures and S e
surgical pain. P

(&~ Healthcare Professionals, Patients/Consumers are advised to closely monitor the possibility of the above ADRs
associated with the use of above suspected drugs. If, such reactions are encountered, please report to the NCC-PvPI,
IPC by filling of Suspected Adverse Drug Reactions Reporting Form for HCP/Medicines Side Effect Reporting Form for
Consumer available at http://www.ipc.gov.in and also through PvPI Helpline Number 1800-180-3024.
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PHARMACOVIGILANCE PROGRAMME OF INDIA

PvPI IN PRESS & MEDIA

& Med.i_a-J<I

@\The Indian
< Practitioner

Home Journal Articles ¥ MediNews v  Features ¥  Interviews ¥  Opinions v

IPC Issues Safety Alert on Beta-Blockers
Linked to Hypokalaemia Risk

8y The Indian Practitioner snuary 6, 2

¢Medical Dialogues

Daily Dose of Heaith & Medical Nows

Medical News & Guidelines v Health News ~ Fact Check ~ AYUSH ~ Stale News ~ Medical Education v

Home > News » Industry > Pharma News > Drug Safety Alert IPC

Drug Safety Alert: IPC Flags Adverse Reactions To Metronidazole,
Luliconazole, Dalteparin, Gliclazide, And Tramadol

o Written By SusmitaRoy ~ Published On 28 Mar 2025 6:00 PM | Updated On 28 Mar 2025 6:00 PM
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PvPI IN PRESS & MEDIA PHARMACOVIGILANCE PROGRAMME OF INDIA

IRAN FHMIMAL Regional Training Programme on ‘Implementation of PV
Regional Training Programme on Implementation of Guidance Document for MAHs of Pharmaceutical Products,
Pharmacovigilance Guidance document for Marketing Version 2.0 to be held on 8" April, 2025 at West Bengal

Authorization Holders (MAHs) of Pharmaceutical Products,

Version 2.0 held on 28" February 2025, Mumbai g e . o
— oe Indian Pharmaceoposls Commission
E“. (Minintry of Health and Family Wettarm, Government of India)

REGIONAL TRAINING
PROGRAMME ON
“IMPLEMENTATION OF PV
GUIDANCE DOCUMENT
FOR MAHs OF
PHARMACEUTICAL
PRODUCTS, VERSION 2.0"
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PHARMACOVIGILANCE PROGRAMME OF INDIA

2

3.

Fortheoning

8" April 2025

30" April 2025

30" May 2025

2™ - 6" June,
2025

Regional Training Programme on
'Implementation on PV Guidance
Document for MAHs of Pharmaceutical
Products, Version 2.0' at Techno India
University, Salt Lake, Kolkata, West Bengal

Artificial Intelligence in
Pharmacovigilance

Workshop-cum-Training for the staff of
NABH accredited hospitals on
Pharmacovigilance at Indraprastha Apollo
Hospital New Delhi

Fees Link:
https://payments.cashfree.com/forms/NA
BHMAY2025

Registration Link:
hitps://forms.gle/hvUTsyxTgeHCbsVe9

33" skill Development Programme at
NCC-PvPI, IPC (Virtual)

Fees Link:
https://payments.cashfree.com/forms/33
SDP

Registration Link:
https://forms.gle/FxjbbBBWWCzwg4Tu7
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FORTHCOMING EVENTS

venls

Who can participate?

Marketing Authorization
Holders/Pharmaceutical Industry
Professionals

Contract Research Organizations
CRO

Personnel dealing in
Pharmacovigilance

PV Associates at AMC & NCC

For all Healthcare Professionals &
Students

Healthcare Professionals
Pharmacovigilance Professionals
Medical/Para-medical/Pharmacy
Students

Pharmacists

Academicians



FORTHCOMING EVENTS PHARMACOVIGILANCE PROGRAMME OF INDIA

QOverview of PV Guidance Document v paeiging ot .
5. June 2025 * Deputy Coordinators

VEreion 2.9 « PV Associates at AMC & NCC

* Coordinators
6. August 2025 Causality Assessment = Deputy Coordinators
* PV Associates at AMC & NCC

* Healthcare Professionals
e Academic

17" -23"° Medical/Pharmaceutical
7. September 5" National Pharmacovigilance Week Institutions
2025 * Adverse Drug Monitoring Centers
(AMCs)

¢ Others stakeholders related to PV

* Coordinators
8. October 2025 Signal Detection in Pharmacovigilance ¢ Deputy Coordinators
* PV Associates at AMC & NCC

* Healthcare Professionals
s Academic

3"-9" Medical/Pharmaceutical
9. November MedSafetyWeek 2025 Institutions
2025 = Adverse Drug Monitoring Centers
(AMCs)

¢ QOthers stakeholders related to PV

; s ; * Coordinators
December Soft Skills and Communications in ;
10. * Deputy Coordinators

2025 Pharmacovigilance .
g e PV Associates at AMC & NCC
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Indian Pharmacopoeia Commission
National Coordination Centre,
Pharmacovigilance Programme of India

Sector-23, Raj Nagar, Ghaziabad-201002
W Tel.: 0120-2783400, 2783401, 2783392

Ministry of Health & Family Welfare, Govt. of India

For any other information/Suggestion/

Query, please contact:

Officer Incharge

Pharmacovigilance Programme of India
Email: lab.ipc@gov.in, pvpi.ipc@gov.in
Website: www.ipc.gov.in

Let us join hands with PvPI to ensure patient safety



