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1. mortality, acute kidney injury (AKI) (including need for renal replacement therapy (RRT)), and excess
bleeding in surgical patients who are treated with HES products;
2. mortality and AKI in blunt trauma patients who are treated with HES products.
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US-FDA recommendation:

Changes to the Boxed Warning are warranted to highlight the risk of mortality, kidney injury, and
excess bleeding, as well as to include a statement that HES products should not be used unless
adequate alternative treatment is unavailable.

EMA Recommendation: - ' S = -

- The marketing authorizations of HES solutions for infusion are being recommended for suspension
because of the risk of kidney injury and death in certain patient populations, including critically ill
patients and patients with sepsis.

- Despite the introduction of contraindications and warnings in 2013 and further measures in 2018, the
latest drug utilization study shows that HES solutions for infusion continue to be used outside the
recommendations included in the product information, which still exposes certain patient populations
to serious risks.
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- As no other feasible and effective measures to minimize the risks could be identified, EMA is
recommending HES solutions for infusion be suspended from the EU market to protect patient health.
- Treatment alternatives are available and should be selected according to relevant clinical guidelines
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e Plasmex 6%

Ll dls el Hydroxyethyl Starch (HES) &l waduwe -
e HAES STERIL (6, 10) % Solution For Infusion
o Tetraspan 6% (Originator, combination)

« To report suspected adverse drug reactions:

- email: jpc@jfda.jo

- website: https://primarvreporting.who-umc.org,/J (0]

- Phone No: +962-6-5632000

- QR Code:
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