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e The revised storage recommendation is based on an infusion study that was initiated
for Ecalta to evaluate in-use stability for Ecalta solutions across labelled storage
conditions. The study found the infusion solutions were Out of Limit (OOL) for
Completeness & Clarity

e USP testing, a test for the presence of visible particles (note that this test is equivalent
to the EP Particulate Matter Visible test). In the case of these failures, the infusion
solution contained numerous, white, amorphous particles that were very visible after
the solution was removed from freezer conditions and brought to room temperature.
The visible particles were identified in the infusion solutions at a low rate and only
for IV bags that had been frozen. The particulates observed were determined to be
anidulafungin, the active substance for Ecalta. There were no other failures for any
other testing conducted for this infusion study.

e The current Section 6.3 of the Summary of Product Characteristics in the Product
Information incorrectly states that the infusion solution can be frozen for up to 72
hrs. This advice should not be followed based on aforementioned reasons.




e The Summary of Product Characteristics also includes the following statement
(which still is correct): “The solution should be inspected visually for particulate
matter and discolouration prior to administration. If either particulate matter or
discolouration are identified, discard the solution”.

e A search of the post-marketing safety database as for the period 21 February 2017 to
02 December 2019 for anidulafungin identified no safety issues related to OOL for
Completeness and Clarity USP testing or presence of visible particulates in
anidulafungin IV infusion bags.

e A 5S-year complaints history from 27 September 2014 to 27 September 2019 was
reviewed and no complaints related to this issue were found.

Call for reporting

Please continue to report any suspected adverse reactions to the Israeli Ministry of Health by
using the online reporting form available in the following link:
https://sideeffects.health.gov.il

Company contact point

If you have any questions, or if you require any further information, please contact Pfizer
PFE pharmaceuticals Email: MIQuerieslsrael@pfizer.com , Tel: 09-9700500 , Fax:09-
9700501

Yours sincerely,
Oshrit Eshet

Appointed Pharmacist
Pfizer PFE Pharmaceuticals Israel



