Direct Healthcare Professional Communication

April 2025

Tranexamic acid containing products: Risk of Medication error leading to an
accidental exposure to tranexamic acid by intra-spinal route Causing serious
life-threatening injuries

Dear Healthcare Professional,

The General Administration for Pharmaceutical Vigilance (PVGA) at the Egyptian drug authority
(EDA) would like to inform you about a Risk of Medication error leading to an accidental
exposure to tranexamic acid by intra-spinal route.

Summary

e The General Administration for Pharmaceutical Vigilance (PVGA) has reviewed reports of
medication error and accidental exposure to tranexamic acid by Intra-spinal/Intra-thecal route
of administration.

e All reported cases (100%) were serious and they were linked to incorrect drug administered.
Tranexamic acid has been accidently injected by intra-spinal route instead of spinal
anesthesia during surgeries or cesarean section which could be fatal.

e |V preparations of Tranexamic acid containing products are intended for intravenous
administration only as per the product information labels approved by Egyptian Drug
Authority (EDA).

e EDA reminds Healthcare professionals (HCPs) to review warnings about the route of
administration in the tranexamic acid product information.

e Healthcare professionals (HCPs) are reminded about serious life-threatening injuries,
including seizures, and death resulting from Intrathecal administration of tranexamic acid
injection .

e Healthcare professionals are advised to provide awareness to caregivers and Nurses to
consider the following steps:

» Store tranexamic acid injection vials separately from other drugs specially, spinal
anesthetic drugs, in a way that makes the labels visible to avoid reliance on identifying
drugs by the vial cap color.



» Add an auxiliary warning label to note that the vial contains tranexamic acid which not
customized for intra-spinal use.
» Check the container label to ensure the correct product is selected and administered.

e This is particularly important given the potential severity of administering the drug with
incorrect route of administration

Background on the safety concern

For IV preparations:

e Tranexamic acid IV injection is an antifibrinolytic indicated in patients with hemophilia for
short-term use (two to eight days) to reduce or prevent hemorrhage and reduce the need for
replacement therapy during and following tooth extraction.

e A medication error is an unintended failure in the drug treatment process that leads to, or has
the potential to lead to, harm to the patient. Mistakes in the prescribing, dispensing, storing,
preparation and administration of a medicine are the most common preventable cause of
undesired adverse events in medication practice and present a major public health burden.

e Intrathecal tranexamic acid is a potent neurotoxin and neurological sequelae are manifested,
with refractory seizures and 50% mortality

e The potential causes for medication error can be attributed to:

o Organizational factors which included a lack of formal drug handling or storage policy,
and lack of resources. Syringes or vials containing tranexamic acid were prepared by
personnel other than the practitioner administering spinal anesthesia or the tranexamic
acid ampoule was stored in the same location as local anesthetics.

o Skill-based errors, such as errors while executing a complex task.

o0 Physical, physiological and psychological factors (attention failure; communication;
language and cognition issues; distractions; environment; fatigue; governance of self
and task; haste; interruptions)

Annexes:
Product information of 1V injection of Tranexamic acid containing medicines.
References:

FDA alert: https://www.fda.gov/drugs/drug-safety-and-availability/fda-alerts-healthcare-professionals-
about-risk-medication-errors-tranexamic-acid-injection-resulting




WHO alert: https://www.who.int/news/item/16-03-2022-risk-of-medication-errors-with-tranexamic-acid-
injection-resulting-in-inadvertent-intrathecal-injection

Catastrophic drug errors involving tranexamic acid administered during spinal anaesthesia:
https://associationofanaesthetists-publications.onlinelibrary.wiley.com/doi/10.1111/anae.14662

Medication Error:
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-
authorisation/medication-
errors#:~:text=A%20medication%20error%20is%20an,t0%2C%20harm%20to0%20the%20patient

Call for reporting
Healthcare professionals are asked to report any suspected adverse reactions via the
Egyptian reporting system:

Name: General Administration for Pharmaceutical Vigilance

Email: pv.followup@edaegypt.gov.eg

Online reporting: https://vigiflow-eforms.who-umc.org/eg/med
QR Code:

PO Box: 11451

Hotline: 15301
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Product information of 1V injection of Tranexamic acid containing medicines.
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FDA alert: https://www.fda.gov/drugs/drug-safety-and-availability/fda-alerts-healthcare-
professionals-about-risk-medication-errors-tranexamic-acid-injection-resulting

WHO alert: https://www.who.int/news/item/16-03-2022-risk-of-medication-errors-with-
tranexamic-acid-injection-resulting-in-inadvertent-intrathecal-injection

Catastrophic drug errors involving tranexamic acid administered during spinal anaesthesia:
https://associationofanaesthetists-
publications.onlinelibrary.wiley.com/doi/10.1111/anae.14662




Medication error: https://www.ema.europa.eu/en/human-regulatory-overview/post-
authorisation/pharmacovigilance-post-authorisation/medication-
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