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FDA warns about the risk of hepatitis B reactivating in some patients treated with

direct-acting antivirals for hepatitis C

MedWatch Safety Information, Drug Safety Communication
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Postmarket Drug and Biologic Safety Evaluations Completed from April 1, 2016 to June 30,
2016
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Opening up clinical data on new medicines
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43.jsp&mid=WCO0b01ac0580ae88cc

* Background to clinical data publication policy (20164£10 A 20 H 1<)
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/general/general_content 0
00556.jsp&mid=WC0b01ac05809f363f

 Open access to clinical data — what our stakeholders say (20164510 H 25 H 1)
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2016/10/\WC500214985.pdf

B 20164E11 A 24 HIZ, SB12245 H OEIRMN OEHERBRT — 2 /AR &7z, Pemetrexed diacid monohydrate
[ “Armisarte’ ] (EEM: i [l R JlE fifisez s 2 ONEAT 1 I/ N e iffie D 1R 3K) d6 L U'caspofungin acetate[ Caspo
fungin Accord’ ] (& B\ BRI JE AT CORBRIED L DX E, [REMET A-VLE LV AE S DOIGHIR) T
%, http://www.ema.europa.eu/ema/index.jsp?curl=pages/news _and_events/news/2016/11/news_detail 002647.
sp&mid=WC0b01ac058004d5c1

€ http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/epar_search.jsp&mid=WC0b01ac058001d
124
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Log in with an EMA account

EMA account holders should log in with
their login credentials.

Forgot username
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Forgot password

Do 1 have an EMA account?

lished

(e diacid monok
published 24 November 2016

Caspofungin Accord (caspofungin acetate)
published 24 November 2016

Kyprols {carfilzomib) published 20 October
2016

Zurampic (lesinurad) published 20 Oct

Latest clinical data

Data on this website

This website contains clinical data
under the European Medicines Agency
(EMA) palicy on the publication of clinical
data. The clinical data have been submitted
by pharmaceutical companies to suppert
their marketing applications for human

under the d d
and have been assessed by the Committes
for Human Medicinal Products (CHMP).

[IRemember Me m
No EMA account?

New users need to create an EMA account
o access clinical data on this website. Once
you have created an EMA account, please
return to this page to log in.

Create EMA Account
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published 24 November 2016

Data on this website

This website contains clinical data
under the European Medicines Agency
(EMA) policy on the publication of clinical
data. The clinical data have been submitted
by pharmaceutical companies o SUppart
their marketing applications for human
under the i [
and have been assessed by the Committes
for Human Medicinal Products (CHMP),
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Caspolungin Accord (caspofungin acetate)

pubkehied 24 November 2016
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2016
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# Clinical Data Publication > Find Clinical Data = Search

Clinical reports for Kyprolis - Initial marketing authorisation

All information published an the website 1s correct at the time of publication. For the current status of this product, please see "Find Medicine' on thed
EMA website,

Enter a search term to Identify the decuments contalning this term.

Product name
Kyprolis
MAH
Any text or keyword search looks for malches in both the decument title and the decument Amgen Europe B.V.
content, Active substance
upgrade your access Carfilzomib
ATC codo
The protacol and protocol Amendments, SAmple case report form and documentation of statistical LO1XX45
methods are incorporated in the documents under 'Clinical Study Report’. Procedure typo
Initial marketing authorisation
Expand all
Publication yasr
2016
Clinical overview +
The clinical overview provides 3 critical analysls of tha clinical data In the eCTD. e
Authorised
Type
Clinieal summary + >
The clinical summary provides a detalled factual summary of the dinical information in the eCTD.
Artlcle 56
No
Clinical study reports
A clinical study report {CSR) on a dinical trial Is a detalled document about the methods and res
of a trial. See the European Public Assessment

Report (EPAR) on the EMA website [

Anonymisation report +
The anerymisation report describes the anonymisation process followed by the Applicant.

@ PrEEN TV T —ZE+ 10527y 73 HLEFL, BT AIRE,

Clinical study reports -
A clinical study report (CSR) on a clinical trial is a detailed document about the methods and results
of a trial.

m5321-tr-0452-171-s-csr-with-app.pdf
m5335-tr-1015-171-s-csr-with-app.pdf
m5351-px-171-011-p-csr-body.pdf
mS5352-px-171-002-pi-appi612-crf.pdf
m5352-px-171-002-p2-s-csr-body.pdf

m5352-px-171-006-app1611-protocol.pdf

mM5352-px-171-007-app1613-sap.pdf T o IR LT,
m5352 px-171-002-p2-appl612-crf.pdf ZDOR_R—UNZITEF 61 DR IR R R
m5322-px-171-008-appl1619-sap.pdf %%Zﬁmﬁéhf” \éo

m5351-2011-003-s-csr-body.pdf

KZOY =7 FAMPABH S THH2016411H 24 H £TIT, — k2 —HF—1017 ABLOT BT
I A — P =23 NG TE T LTz, R¥ 2 A N34,486[HF1EE S, 16,570[H14 7 m—RE
Nic, 37205, LHBEVFEECRIL129EIF XA, 4761017 7 m— RS2 812725,
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/11/news_detai
1_002647.jsp&mid=WC0b01ac058004d5c1
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