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NOTICE - First Meeting (Formation of Pharmacovigilance Cell)
Date: 13/12/2025 '

All faculty members and concerned staff are hereby informed that the first meeting for the
formation of the Pharmaco{zigilance (PV) Cell will be held as per the details below:

Date: 23rd December 2025 ,
Time: 11:00 AM

Venue: Principal’s Chamber

Agenda:

e Formation of Pharmacovigilance Cell |
* Appointment of PV Cell Members

* Introduction to Pharmacovigilance activities

e Planning initial SOP implementation

e Discussion on ADR reporting system in the institution

All the faculty members are reduested to attend the meeting without fail.

Principal
Dr. Bhanudas Dere College of Ayurveda
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Pharmacovigilance Cell SOP (Standard Operating Procedure)

1. Purpose

To establish guidelines for the effective operation of the pharmacovigilance (PV)

cell within SST Ayurveda Mahavidyalaya & Hospital, Sangamner.
2. Scope

This SOP applies to all personnel involved in pharmacovigilance activities within
SST Ayurveda Mahavidyalaya & Hospital, Sangamner. Including:

Medical safety officers

Pharmacovigilance case handlers

Data entry personnel

Quality assurance personnel
3. Responsibilities

Medical Safety Officer:
Oversees the overall pharmacovigilance program.

Reviews and evaluates adverse event reports.

Pharmacovigilance Case Handlers:
Collects, verifies, and processes adverse event reports.
Maintains case files.

Data Entry Personnel:
Enters adverse event data into the pharmacovigilance database.

Ensures data accuracy and completeness.

Regulatory Affairs Personnel:
Manages regulatory submissions related to pharmacovigilance.



Ensures compliance with regulatory requirements.
Quality Assurance Personnel:
Monitors the pharmacovigilance system for compliance with SOPs and regulations.

Conducts audits and inspections.
4. Procedures

Adverse Event Reporting:

All adverse events associated with the organization's products ( register clinical
trials) must be reported to the PV cell.

Reports should be submitted in a timely manner, using the appropriate reporting
form.

Case Investigation:

For serious or unexpected adverse events, a thorough investigation will be
conducted.

Safety Assessment:

The safety assessment will evaluate the causal relationship between the adverse

event and the product.
Risk-benefit assessments will be conducted to determine if any regulatory actions

are necessary.

Reporting to Regulatory Authorities:
Adverse events that meet the criteria for reporting to regulatory authorities will be

submitted in accordance with local and international regulations.

Safety Signal Detection:
The PV cell will use data mining techniques and other methods to identify safety

signals.

If a safety signal is detected,
Safety Communication:
If necessary, the organizat
professionals and patients.

a thorough investigation will be conducted.

ion will communicate safety information to healthcare




» Periodic Safety Update Reports (PSURs):

PSURs will ‘epar '
il be prepared and submitted to regulatory authorities as required.

y D Documentation and Record Keeping

1dentifyj

’ en lfy.mg ADR, to keep check on functioning of cell meeting of
pharmacovigilance cell will be held with preintimated notice.

Quorum for meeting: 50% of members must attend.

For

Review and Revision

) This SOP will be reviewed and revised periodically (once a year if needed) to ensure
1ts continued effectiveness and compliance with evolving regulations.
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NOTICE
Date: 21/02/2026

This is to inform all members of the Pharmacovigilance Cell that the second meeting will be

conducted as per the following schedule:

Date: 4th March 2026
Time: 11:30 AM

Venue: Conference Hall

Agenda:

e Review of ADR reports collected

e Evaluation of PV cell functioning

o Discussion on challenges and improvements
¢ Planning awareness programs and training

_\(\/*’V’ i All members are requested to attend.
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MINUTES — Second Meeting

—_—
Date: 04/03/2026
Time: 11+30 AV .
Venue: Conference Hall
Chair: Dr Wagh Sonal Suresh
Attendance
Sr.No. | Name of The Faculty _ Signature

1
D9 waal\ soed swewsh o‘w/

Review of ADR Reports:
ADR reports collected from OPD and IPD were reviewed. No a
documented and assessed.

dverse reactions were

Functioning of PV Cell:
The cell was found to be functioning satisfactorily; however, underreporting was

noted.



Challenges Identified:

LLack of awareness among interns

Incomplete reporting forms

Delay in submission

Corrective Measures:

Conduct training sessions for interns and staff
Simplify ADR reporting formats

Ensure timely submission and verification

Awareness Programs:

It was decided to conduct periodic sensitization programs and display ADR reportlng
guidelines in OPD/IPD. ‘

Resolutions Passed: s,
Monthly ADR review to continue " e

Training program to be conducted within one month

Strengthening documentation and reporting complia_nce

The meeting ended with a vote of thanks.
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NOTICE

Date - 27/04/26

This is to inform all members of the pharmacovigilance cell that the meeting will be conducted

as per the following schedule.

Date - 07/05/26
Time - 11:30 AM

Venue - Conference hall

Agenda -

Review of ADR reports collected.
Evaluation of PV cell functioning.
Discussion on challenges and improvéments

Planning awareness programs and training

All members are requested to attend
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Coordinater

Principal
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MINUTES
Date : 07/05/26
Time @ 11:30 AM
Venue : Conference Hall
Chairperson - Dr. wagh sonal suresh

Attendance

Sr.no. Name of the faculty signaturc
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Pharmacovigilance Committee Meeting Report

Review of ADR Reports

« ADR reports collected from OPD and IPD were reviewed.
« No adverse drug reactions were documented or assessed during the reporting period.

Functioning of PV Cell

« The PV Cell was found to be functioning satisfactorily.
. However, underreporting of ADRs was noted.

Challenges Identified

« Incomplete reporting forms.

« Limited awareness among staff.

« Delays in submission and verification of reports.
« Complexity of ADR reporting formats.

Recommendations and Action Points

« Conduct training sessions for stafT.
« Simplify ADR reporting formats to ecncourage compliance.



* Ensure timely submission and verification of ADR reports.

¢ Organize awareness programs to improve reporting culture.

» Conduct periodic sensitization programs.

* Display ADR reporting guidelines prominently in OPD and IPD areas.

Resolutions Passed

 Monthly ADR review meetings will continue.
 Training programs have been conducted to strengthen documentation and reporting

compliance.
 Efforts will be made to further improve adherence to reporting standards.

Conclusion

The meeting concluded with a vote of thanks to all participants for their contributions.
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