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Alerts are based on the clinical evidence available at the time of publication. Recommendations are intended to assist practitioners in providing
consistent, safe, high quality, and cost-effective drug therapy. They are not intended to interfere with clinical judgment. When using dated
material, the clinician should consider new clinical information, as available and applicable.
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ITEM:

SPECIFIC
INCIDENT(S):

GENERAL
INFORMATION:

ACTIONS:

May 5, 2025

Timolol Ophthalmic Solution Recall

Rising is voluntarily recalling certain lots due to reports that the patients are unable to get the
product solution out of the bottle as the spike of the cap was lodged in the nozzle of the bottle.

e Timolol maleate ophthalmic solution is a non-selective beta-adrenergic receptor blocking
agent that is indicated in the treatment of elevated intraocular pressure in patients with
ocular hypertension or open-angle glaucoma.

o Affected products started shipping June 11, 2024, and include:

Description Lot # Exp Date NDC # UPC # Econo #
TIMOLOL MAL OPH .50% RIS

0831098 8/31/2025 64980051401 36498051401 | 3465424
10ML@
S TIMOLOL MAL

0831098 8/31/2025 64980051401 36498051401 | 2364016

OPH.5%*MST*10ML

e This alert is an extension of the product sequestration actions from NCPS in Safety Record
Number SR-47666 available at: VA Alerts & Recalls Live . (Note: Only active users will be able
to use the link to view the post.)

e Providers should continue to report any adverse reactions with the use of potentially affected
products by entering the information into CPRS’ Allergies/ Adverse Reactions field and/or via
local reporting mechanisms. Adverse events should also be reported, as appropriate, to the VA
ADERS program and FDA MedWatch (1-800-FDA-1088, fax 1-800- FDA-0178, onlineat
https://www.accessdata.fda.gov/scripts/medwatch/index.cfm , or by mail).

PROVIDER NOTIFICATION:

=  Facility Director (or physician designee): Forward this document to the Facility Chief of
Staff (COS).

=  Facility COS (and Chief Nurse Executives): Forward this document to all appropriate
providers who prescribe this agent (e.g., Primary Care Providers, Ophthalmologists,
Eye Clinic Staff, and Pharmacy staff, including contract providers, etc.). In addition,
forward to the Associate Chief of Staff (ACOS) for Research and Development (R&D).
Forward to other VA employees as deemed appropriate.

=  ACOS for R&D: Forward this document to Principal Investigators (Pls) who have authority
to practice at the facility and to your respective Institutional Review Board (IRB).
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https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fvha-gov.my.salesforce.com%2Floginflow%2FlightningLoginFlow.apexp%3FretURL%3D%252Fhome%252Fhome.jsp%26sparkID%3DLogin_User_Acceptance&data=05%7C01%7C%7C12a496bc0315429af80c08dad7ba2540%7Ce95f1b23abaf45ee821db7ab251ab3bf%7C0%7C0%7C638059491727990068%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=Ua5MXbdMr0wd9ywxGK0QtPrCiSN00VKj2xDap60XM%2Fk%3D&reserved=0
https://www.accessdata.fda.gov/scripts/medwatch/index.cfm
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SOURCE:

REFERENCE(S):

ATTACHMENT(S):

CONTACT(S):

PATIENT NOTIFICATION:

Chief of Pharmacy: Within 10 business days of issue (due 05/19/2025):

= Determine whether the affected product(s) was dispensed to any patient(s) for home
use. If CMOP dispensing of affected product(s) is noted, CMOP data will be provided by
CMOP representatives to Pharmacy Chiefs.

= |fan affected lot(s) was dispensed to patient(s) for home administration, then:
o ldentify the patient(s).
o Contact the patient(s) who may have received the affected product(s) for home use
by letter (or other means).
=  Asample letter can be found

at: https://dvagov.sharepoint.com/:w:/r/sites/VHAPBM/Formulary/ layo
uts/15/Doc.aspx?sourcedoc=%7BB49A9262-448D-4BA9-BD67-
46D201C8D379%7D&file=ASA%20Recall%20Patient%20Letter%20Templat
e.doc&action=default&mobileredirect=true.

= This template can be altered according to site-specific needs.
o Provide patient(s) who have received the affected product with a replacement
product and instructions on the following:
=  Advise patients with affected lot number(s) on how to obtain
replacement. Local sites will need to work with patients to get them what
is needed for their care in the most expedient way.
=  The facility is responsible for determining whether or not the potentially
impacted product should be continued until new product arrives or if
product should be discontinued immediately based on clinical assessment
and informing the patient of such.
=  When the correct product is received, patients should begin using the new
product and return any unused old product.
=  Communicateto PBM/VA MedSAFE that all impacted patients have been contacted via the
NCPS Alerts & Recalls System available at: VA Alerts & Recalls Live . (Note: Only active users

will be able to use the link.)

McKesson

McKesson. 2025-100-1. 4/28/2025.

None.

Pharmacy Benefits Management Services (PBM) at patientlevelrecalls@va.gov.
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