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PRAC recommendations on signals adopted at the 3-6 July 2017 PRAC meeting

Signal management
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http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2017/
07/WC500232408.pdf
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Ibrutinib (Imbruvica ¥ ): reports of ventricular tachyarrhythmia; risk of hepatitis B

reactivation and of opportunistic infections

Drug Safety Update Volume 11, Issue 1, August 2017

1HA1 H :2017/08/15

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/637656/DSU-August

PDF.pdf
https://www.gov.uk/drug-safety-update/ibrutinib-imbruvica-reports-of-ventricular-tachyarrhythmia-r

isk-of-hepatitis-b-reactivation-and-of-opportunistic-infections
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1) Lampson BL, et al. Ventricular arrhythmias and sudden death in patients taking ibrutinib. Blood
2017 129: 2581-84.
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Corticosteroids: rare risk of central serous chorioretinopathy with local as well as systemic

administration

Drug Safety Update Volume 11, Issue 1, August 2017
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https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/637656/DSU-August

PDF.pdf
https://www.gov.uk/drug-safety-update/corticosteroids-rare-risk-of-central-serous-chorioretinopathy

-with-local-as-well-as-systemic-administration
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1) Royal National Institute of Blind People. Central Serous Retinopathy.
http://www.rnib.org.uk/eye-health/eye-conditions/central-serous-retinopathy Accessed August
2017.

2) Chan LY, etal. Localized topical steroid use and central serous retinopathy.
http://dx.doi.org/10.3109/09546634.2015.1136049 J Dermatolog Treat 2016; 27: 425-26.

3) Ricketti PA, et al. Central serous chorioretinopathy secondary to corticosteroids in patients with
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https://www.ncbi.nlm.nih.gov/pubmed/27532541 Tunis Med 2016; 94: 166.
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