
 

Novartis Japan hit with suspension over side-
effect reporting

February 27 2015

Japanese health authorities said Friday that they have ordered the local
unit of Swiss pharmaceutical giant Novartis to temporarily suspend its
operations for failing to report drug side effects.

The health ministry's 15-day suspension—reportedly a first for a
pharmaceutical firm operating in Japan—means the company will not be
able to sell most of its drugs during that period, which is to start from
March 5.

Tokyo-based Novartis Pharma K.K. in December admitted it failed to
promptly report more than 3,000 cases of adverse effects from about
two dozen company drugs. Drugmakers are required to report serious
side effects to the ministry within 15 to 30 days.

The Novartis unit declined to comment when contacted by AFP on
Friday.

The penalty marks the latest headache for the drugmaker in Japan.

In July it was handed a business improvement order for failing to
properly report side effects of two leukaemia drugs.

Also in July prosecutors laid charges against the unit over claims that
falsified data were used to exaggerate the benefits of a popular blood-
pressure drug.

1/2

https://medicalxpress.com/tags/side+effects/


 

They also indicted a former employee, Nobuo Shirahashi, alleging he
manipulated the data in clinical studies that were later used in marketing
the drug Diovan. The drug's generic name is Valsartan.

© 2015 AFP

Citation: Novartis Japan hit with suspension over side-effect reporting (2015, February 27)
retrieved 3 May 2024 from
https://medicalxpress.com/news/2015-02-novartis-japan-suspension-side-effect.html

This document is subject to copyright. Apart from any fair dealing for the purpose of private
study or research, no part may be reproduced without the written permission. The content is
provided for information purposes only.

Powered by TCPDF (www.tcpdf.org)

2/2

https://medicalxpress.com/tags/drug/
https://medicalxpress.com/news/2015-02-novartis-japan-suspension-side-effect.html
http://www.tcpdf.org

