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N This newsletter is addressed primarily to organisations representing patients, consumers and healthcare

IN THIS ISSUE professionals. It provides a summary of key information relating to medicines for human use published

Antivirals/anti-infectives 1 during the previous month by the European Medicines Agency.
Cancer 1 Information is selected based on recommendations from consulted patients, consumers and healthcare
Cardiovascular system > professionals, and does not necessarily cover all relevant information published by the Agency.

Diabetes > To receive each new issue of the newsletter, please click here RSS feeds, choose ‘Human medicines

highlights newsletter’ and then click on ‘Subscribe to this feed’. Please note, in order to be able to view

Gastro-intestinal system 2 .
RSS feeds you need one of the following: a modern web browser; a web-based news reader or a

Haematology 2 desktop news reader. For a list of RSS readers please refer to our RSS guide and follow the instructions

Hepatology 3 from the selected RSS reader in order to add our newsletter feed.
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Guidelines 4 Withdrawal of applications for new medicines

Scientific committee and e Ertapenem Hospira (ertapenem) "

working party activities 4 Intended for the treatment of bacterial infections

Other publications 5

Cancer

Explanation of terms used 6

Positive CHMP opinions on hew medicines

e Venclyxto (venetoclax) a
Treatment of treatment of leukaemia

New medicines authorised

e Cabometyx (cabozantinib)
Treatment of renal cell carcinoma (kidney cancer)

e Onivyde (irinotecan hydrochloride trihydrate) 0
Treatment of cancer of the pancreas

Key to symbols used

[5) orphan medicine B Generic medicine  $% Biosimilar medicine Conditional approval  [[3 Exceptional circumstances


http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/landing/rss_feed.jsp&mid=WC0b01ac058007c0e8
http://www.ema.europa.eu/ema/pages/rss/rss_feed_000014.xml
http://www.ema.europa.eu/ema/pages/rss/rss_feed_000014.xml
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/general/general_content_000332.jsp&mid=WC0b01ac05800b6f02
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004080/wapp/Initial_authorisation/human_wapp_000218.jsp&mid=WC0b01ac058001d128
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004106/smops/Positive/human_smop_001041.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004163/human_med_002018.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004125/human_med_002022.jsp&mid=WC0b01ac058001d124
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New information on authorised medicines

e Opdivo (nivolumab) - new indication
Treatment of Hodgkin lymphoma

e Trisenox (arsenic trioxide) - change in indication
Treatment of leukaemia

Withdrawal of applications for new medicines

e Pemetrexed ditromethamine Hospira (pemetrexed) 8

Intended of lung cancer

e Zemfirza (cediranib) o
Intended for the treatment of ovarian cancer

Cardiovascular system

New medicines authorised

e Thorinane (enoxaparin sodium) @
Treatment and prevention of various disorders related to blood clots

Diabetes

Arbitration procedures

e Review of metformin-containing medicines - outcome of procedure
Treatment of type 2 diabetes

Gastro-intestinal system

Positive CHMP opinions on new medicines

e SomaKit-TOC (edotreotide) 0/
Used for the diagnosis of certain tumours originating in the gut or pancreas

Haematology

Positive CHMP opinions on new medicines

e Venclyxto (venetoclax) a
Treatment of leukaemia

New information on authorised medicines

e Opdivo (nivolumab) - new indication
Treatment of Hodgkin lymphoma

e Trisenox (arsenic trioxide) - change in indication
Treatment of leukaemia

Hepatology

Key to symbols used

[5) orphan medicine B Generic medicine  $% Biosimilar medicine Conditional approval  [[3 Exceptional circumstances


http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003985/smops/Positive/human_smop_001047.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000388/smops/Positive/human_smop_001037.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004306/wapp/Initial_authorisation/human_wapp_000219.jsp&mid=WC0b01ac058001d128
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004003/wapp/Initial_authorisation/human_wapp_000220.jsp&mid=WC0b01ac058001d128
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003795/human_med_002024.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/10/news_detail_002620.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004140/smops/Positive/human_smop_001033.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004106/smops/Positive/human_smop_001041.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003985/smops/Positive/human_smop_001047.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000388/smops/Positive/human_smop_001037.jsp&mid=WC0b01ac058001d127
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Hepatology

Positive CHMP opinions on new medicines

e Ocaliva (obeticholic acid) 0]C
Treatment of a liver disease known as primary biliary cholangitis

HIV

Positive CHMP opinions on new medicines

e Emtricitabine / Tenofovir disoproxil Mylan (emtricitabine / tenofovir disoproxil) o / Tenofovir disoproxil

Mylan (tenofovir disoproxil) 8
Treatment of HIV infection

e Emtricitabine / Tenofovir disoproxil Krka (emtricitabine / tenofovir disoproxil) 8

Treatment of HIV infection

Hormone system

Positive CHMP opinions on new medicines

e Rekovelle (follitropin delta)
Used to stimulate ovaries in fertility treatments

Nephrology

New medicines authorised

e Cabometyx (cabozantinib)
Treatment of renal cell carcinoma (kidney cancer)

Arbitration procedures

e Review of metformin-containing medicines - outcome of procedure
Treatment of type 2 diabetes mellitus

Nervous system

New information on authorised medicines

e Zebinix (eslicarbazepine acetate) - change in indication
Treatment of partial-onset seizures

Communication on prevention of medication errors

e Keppra (levetiracetam)
Treatment of epilepsy

Key to symbols used

[5) orphan medicine B Generic medicine  $% Biosimilar medicine

Conditional approval E Exceptional circumstances


http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/10/news_detail_002618.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004050/smops/Positive/human_smop_001039.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004049/smops/Positive/human_smop_001035.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004049/smops/Positive/human_smop_001035.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004215/smops/Positive/human_smop_001038.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003994/smops/Positive/human_smop_001046.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004163/human_med_002018.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/10/news_detail_002620.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000988/smops/Positive/human_smop_001040.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2016/10/WC500214253.pdf
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Ophthalmology

Positive CHMP opinions on new medicines

e Cystadrops (mercaptamine) Q
Treatment of cystine crystal deposits in the eye

New information on authorised medicines

e Lucentis (ranibizumab) - change in indication
Treatment of visual impairment due to choroidal neovascularisation

Respiratory system

Withdrawal of applications for new medicines

e Pemetrexed ditromethamine Hospira (pemetrexed) 8
Intended for the treatment of lung cancer

Other information

Guidelines

Guidelines open for consultation

e Concept paper on good manufacturing practice and marketing authorisation holders
Deadline for comments: 31 Dec 2016

e ICHE11(R1) guideline on clinical investigation of medicinal products in the pediatric population: Step 2b
Deadline for comments: 13 April 2017

e Concept paper on preparation of a guideline on the 4 evaluation of medicinal products indicated for the

5 treatment and prophylaxis of respiratory syncytial virus 6 (RSV) infection
Deadline for comments: 31 Jan 2017

Adopted guidelines

e Guideline on the clinical investigation of medicinal products to prevent development/slow progression of

chronic renal insufficiency

Scientific committee and working party
activities

e Medicinal products for human use: monthly figures - September 2016

e CHMP - agendas, minutes and highlights

e CHMP - applications for new human medicines: October 2016

e CAT - agendas, minutes and reports

Key to symbols used

[5) orphan medicine B Generic medicine  $% Biosimilar medicine Conditional approval  [[3 Exceptional circumstances


http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003769/smops/Positive/human_smop_001034.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000715/smops/Positive/human_smop_001036.jsp&mid=WC0b01ac058001d127
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/004306/wapp/Initial_authorisation/human_wapp_000219.jsp&mid=WC0b01ac058001d128
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500213610
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500214185
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_001752.jsp&mid=
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_001752.jsp&mid=
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500214980
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500214980
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500215439
http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/document_listing/document_listing_000378.jsp&mid=WC0b01ac0580028d2a
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500213938
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/document_listing/document_listing_000196.jsp&mid=WC0b01ac05800292a8
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e COMP - agendas, minutes and meetings reports

e HMPC - agendas, minutes and meetings reports

e PDCO - agendas, minutes and meeting reports

e PRAC - agendas, minutes and highlights

e PRAC recommendations on safety signals

e PCWP meeting with all eligible organisations - Nov 2016

e Training session for patients and consumers interested in EMA activities - Nov 2016

Other publications

e EMA Management Board: highlights of October 2016 meeting

e Opening up clinical data on new medicines

e How to make better use of patient registries to collect high-quality data on medicines

e First comprehensive overview of global initiatives on medicine regulation published

e New search page for periodic safety update report single assessments (PSUSASs)

e 2nd annual scientific workshop at EMA: Applying regulatory science to neonates - meeting documents

e Tenth stakeholder forum on the pharmacovigilance legislation - meeting documents

e 2016 EU GCP Inspectors Working Group Workshop - Oct 2016

¢ EMA workshop on qualification and reporting of physiologically-based pharmacokinetic (PBPK) modelling
and simulation - Nov 2016

e EMA / EBE fifth annual regulatory conference on optimising the development of advanced therapies to
meet patient needs - Dec 2016

Key to symbols used

[5) orphan medicine B Generic medicine  $% Biosimilar medicine Conditional approval  [[3 Exceptional circumstances


http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/document_listing/document_listing_000201.jsp&mid=WC0b01ac0580028e78
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/document_listing/document_listing_000193.jsp&mid=WC0b01ac0580028e96
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/document_listing/document_listing_000192.jsp&mid=WC0b01ac0580028eab
http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/document_listing/document_listing_000353.jsp&mid=WC0b01ac05805a21cf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000375.jsp&mid=WC0b01ac0580727d1c
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2016/10/event_detail_001337.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2016/10/event_detail_001336.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/10/news_detail_002616.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/10/news_detail_002624.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/10/news_detail_002627.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/10/news_detail_002619.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/10/news_detail_002626.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2016/07/event_detail_001306.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2016/09/event_detail_001325.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2016/10/event_detail_001333.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2016/10/event_detail_001331.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2016/10/event_detail_001331.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2016/10/event_detail_001334.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2016/10/event_detail_001334.jsp&mid=WC0b01ac058004d5c3
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Explanation of terms used

E Orphan medicine
A medicine intended for the treatment of a rare, serious disease.
B8  Generic medicine

A medicine that is essentially the same as one that has already been authorised for use.
(The latter is known as the 'reference medicine')

" Biosimilar medicine

A biological medicine that is similar to another biological medicine which has already been authorised for use.
(Biosimilar medicines are also known as 'similar biological' medicines)

[#  conditional approval

A medicine that fulfils an unmet medical need may, if its immediate availability is in the interest of public health, be
granted a conditional marketing authorisation on the basis of less complete clinical data than are normally required,
subject to specific obligations being imposed on the authorisation holder.

[ Exceptional circumstances

A medicine may be approved in some cases where the applicant cannot provide comprehensive data on the safety or
efficacy of the medicine under normal conditions of use, due to exceptional circumstances such as ethical issues or the
rarity of the disease concerned.

Note on the centralised authorisation procedure

To obtain a single marketing authorisation (licence) for a medicine
that is valid in all Member States of the European Union (EU) - via a
process known as the 'centralised procedure' - the company or
person developing the medicine must submit an application to the
European Medicines Agency.

Visit our website

Further information about the European
Medicines Agency and the work it does is
available on our website:

http://www.ema.europa.eu

The Agency's Committee for Medicinal Products for Human Use
(CHMP) carries out a scientific evaluation of the information
contained in the application and prepares an opinion (scientific
recommendation). The Agency transmits this (positive or negative)
opinion to the European Commission, which then issues a Decision About us

In particular, you may be interested in
these links:

granting or refusing the marketing authorisation.

When the CHMP adopts a positive opinion on a medicine, the Agency
publishes on its website a 'summary of opinion’, in the first instance,
followed by more detailed information in a 'European public
assessment report (EPAR)' after the marketing authorisation has
been granted.

Patients and carers

Healthcare professionals

European public assessment reports

European Medicines Agency

30 Churchill Place ¢ Canary Wharf ¢« London E14 5EU e United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555

E-mail info@ema.europa.eu Website www.ema.europa.eu

**

* %k

An agency of the European Union kol

© European Medicines Agency, 2016. Reproduction is authorised provided the source is acknowledged.


http://www.ema.europa.eu/
http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/general/general_content_000235.jsp&murl=menus/about_us/about_us.jsp&mid=
http://www.ema.europa.eu/ema/index.jsp?curl=pages/audience/alp_audiencetype_000001.jsp&murl=&mid=
http://www.ema.europa.eu/ema/index.jsp?curl=pages/audience/alp_audiencetype_000002.jsp&murl=&mid=
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/epar_search.jsp&murl=menus/medicines/medicines.jsp&mid=WC0b01ac058001d125&jsenabled=true
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