FIELD SAFETY NOTICE (FSN)
Urgent Safety Information — Market Hold

FSN Reference No.: FSN-HPMC-2026-01
Date: 25 March 2026

Legal Manufacturer

Appasamy Ocular Devices Pvt. Ltd.
India

Importer and Distributor

BVI

Product Information

Product Name: HPMC 2% PFS (Hydroxypropyl Methylcellulose 2%, Prefilled Syringe)
Affected Batches (Market Hold)

e ABH-009
DOM: January 2025 | DOE: December 2026

e ABH-010
DOM: April 2025 | DOE: March 2027

Type of Field Safety Corrective Action

Market Hold
(Temporary suspension of use and distribution)

Issue Description

The Legal Manufacturer, Appasamy Ocular Devices Pvt. Ltd., in cooperation with BVI as Importer
and Distributor, has received multiple reports of Toxic Anterior Segment Syndrome (TASS) and
severe intraocular inflammatory reactions following intraocular surgical procedures in which HPMC
2% PFS was used.

Some reported cases required additional medical or surgical intervention, including anterior chamber
lavage and/or vitrectomy.

A review of post-market surveillance data has identified a trend of serious adverse events associated
with the above-mentioned batches. Investigations, including sterility and endotoxin testing and root
cause analysis, are ongoing. At this stage, the exact cause of the reported reactions has not yet been
definitively established.

Potential Risk

TASS is a serious postoperative inflammatory reaction that may result in:
e Acute intraocular inflammation
e Need for additional surgical intervention

e Temporary or permanent reduction in visual acuity



Continued use of the affected batches may therefore present a potential risk of serious deterioration
of health.

Reason for Market Hold

As a precautionary measure, and in line with vigilance obligations and the principle of patient safety,
a temporary market hold has been initiated for the affected batches.

This action is taken:

e Due to the severity and recurrence of reported adverse events

e Pending completion of ongoing investigations

e To prevent potential further patient exposure
This Market Hold does not imply a confirmed product defect and is being implemented proactively.
Actions to Be Taken by Customers / Users

1. Immediately identify and quarantine all remaining stock of the affected batches listed
above.

2. Do not use the affected batches until further notice.
3. Do not distribute the affected product.
4. Maintain the quarantined product under appropriate storage conditions.
5. Await further instructions from BVI regarding potential release or further action.
6. If'the product has already been used:
o Monitor patients for postoperative inflammation.

o Report any adverse events to BVI and the relevant Competent Authority in
accordance with local vigilance requirements.

Transmission of This Field Safety Notice
Please ensure that this Field Safety Notice is:

e Communicated to all relevant personnel within your organisation.

e Passed on to any entity or individual to whom you have supplied the affected product.
Regulatory Information

The relevant Competent Authorities have been informed of this Field Safety Corrective Action
(Market Hold) in accordance with applicable regulatory requirements.

Contact Information
For further information or to report adverse events:

BVI — Regulatory Affairs / Vigilance
@ Email: [to be inserted]
. Phone: [to be inserted]



Acknowledgement

Please acknowledge receipt of this Field Safety Notice in accordance with the instructions provided
by BVI.

Appasamy Ocular Devices Pvt. Ltd. and BVI regret any inconvenience caused and appreciate
your cooperation in ensuring patient safety.



