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IN THIS ISSUE This newsletter is addressed primarily to organisations representing patients,

consumers and healthcare professionals. It provides a summary of key
information relating to medicines for human use published during the
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Cancer ! previous month by the European Medicines Agency.
Cardiovascular system 2 Information is selected based on recommendations from consulted patients,
Dermatology 2 consumers and healthcare professionals, and does not necessarily cover all

Endocrinology , relevant information published by the Agency.

To receive an e-mail alert when each new issue of the newsletter is
published, send a request to: HMHnewsletter@ema.europa.eu
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Guidelines 4

Treatment of complicated skin and soft-tissue infections and community-acquired pneumonia

Scientific committee

activities s Safety communication update

5 e EMA advises doctors treating patients with nosocomial pneumonia with Doribax
Treatment of nosocomial pneumonia, complicated intra-abdominal infections and complicated
urinary tract infections

Other publications

Explanation of terms used 6

Cancer

Positive CHMP opinions on nhew medicines

e Zoledronic acid Mylan (zoledronic acid)

Prevention of skeletal related events in patients with cancer involving bone, and treatment of
tumour-induced hypercalcaemia (TIH)
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New medicines authorised

e Docetaxel Accord (docetaxel) »
Treatment of breast cancer, non-small lung cell cancer, prostrate cancer, gastric cancer and head and
neck cancer

e Docetaxel Kabi docetaxel) o
Treatment of breast cancer, non-small lung cell cancer, prostrate cancer, gastric cancer and head and
neck cancer

Withdrawal of applications for extension of indication

e Revlimid (/lenalidomide)
Intended to include maintenance treatment of newly diagnosed multiple-myeloma patients

Arbitration procedures

e Femara (letrozole)
Treatment of breast cancer

Cardiovascular system

New information on authorised medicines
0]

Treatment of pulmonary arterial hypertension to improve exercise capacity

e Volibris (ambrisentan) - new contraindication

Safety communication update

e European Medicines Agency recommends restricting use of trimetazidine-containing medicines
Treatment of angina pectoris

Dermatology

Positive CHMP opinions on new medicines

e Zyclara (imiquimod) 0
Treatment of actinic keratoses

Endocrinology

New medicines authorised

e Signifor (pasireotide) 0
Treatment of Cushing’s disease when surgery has failed or is not an option

Gastro-intestinal system

Positive CHMP opinions on new medicines

e Revestive (teduglutide) O
Treatment of short bowel syndrome
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HIV

Withdrawal of applications for new medicines

e Egrifta (tesamorelin)
Intended for the treatment of excess visceral adipose tissue in HIV-infected patients

Immune system

Arbitration procedures

e Loraxin (loratadine)
Treatment of allergic rhinitis and long-term idiopathic urticaria

Metabolic system

Negative CHMP opinions on nhew medicines

e Elelyso (taliglucerase alfa) Q
Intended for the treatment of type I Gaucher disease

Nervous system

Safety communication update

e EMA recommends restricting use of tolperisone medicines

Respiratory system

Positive CHMP opinions on hew medicines

e Enurev Breezhaler, Seebri Breezhaler and Tovanor Breezhaler (glycopyrronium bromide)
Maintenance treatment to relieve symptoms of chronic obstructive pulmonary disease

Rheumatology

New information on authorised medicines

e Humira (adulimumab)
Treatment of severe axial spondyloarthritis

e Enbrel (etanercept) - new indication
Treatment of arthritis, spondylitis and psoriasis
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Vaccines

Other information

e Hexaxim - for use outside the EU
Vaccination against diphtheria, tetanus, pertussis (whooping cough), hepatitis B, polio and invasive
disease caused by the bacterium Haemophilus influenzae type B, including meningitis

Other medicines

Positive CHMP opinions on nhew medicines

e Cuprymina (copper (°*Cu) chioride)
A radiopharmaceutical precursor - not intended for direct use in patients

Arbitration procedures

e Mifepristone Linepharma (mifepristone)
Termination of pregnancy

Other information

Guidelines

Guidelines open for consultation

e Position paper on potential medication errors in the context of benefit-risk balance and risk minimisation

measures
Deadline for comments: 30 November 2012

e Concept paper on the need for revision of the note for guidance on the evaluation of the

pharmacokinetics of medicinal products in patients with impaired renal function
Deadline for comments: 31 July 2012

e Concept paper on the revision of the CHMP points to consider on the evaluation of medicinal products

for the treatment of irritable bowel syndrome
Deadline for comments: 31 August 2012

e Concept paper on the need of the guideline on clinical investigation of medicinal products for the

treatment of gout
Deadline for comments: 30 September 2012

e Concept paper on extrapolation of efficacy and safety in medicine development
Deadline for comments: 30 September 2012

e Draft Guideline on core SmPC for human albumin solution
Deadline for comments: 31 August 2012

Adopted guidelines

e Guideline on clinical investigation of medicinal products in the treatment or prevention of diabetes

mellitus
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e Guideline on similar biological medicinal products containing monoclonal antibodies — non-clinical and
clinical issues

e Guideline on immunogenicity assessment of monoclonal antibodies intended for in-vivo clinical use

e Guideline on core summary of product characteristics for human plasma derived and recombinant
coagulation factor VIII products

e Guideline on core summary of product characteristics for human plasma-derived and recombinant
coagulation factor IX products

e CHMP guideline on detection and management of duplicate individual cases and individual case safety

reports (ICSRs)

Scientific committee activities

e CHMP June meeting highlights

e COMP June meeting highlights

e PDCO June monthly report

e PhVWP June monthly report

Other publications

e Annual report 2011

e Analysis and assessment of the 2011 annual activity report of the Executive Director

e Minutes of the 75th meeting of the Management Board

e Agenda for the 76th meeting of the Management Board

e Management Board completes framework for conflicts of interests

e EMA breach-of-trust procedure on conflicts of interest for Management Board members

e EMA welcomes 1000th orphan designation

e EMA website on suspected side effect reports now in all 23 EU official languages

e EMA finalises first set of guidelines on good pharmacovigilance practices

e Two modules of guideline on good pharmacovigilance practices released for public consultation

¢ EMA reminds marketing-authorisation holders about requirement for paediatric annual reports

e EMA acts on deficiencies in Roche medicines-safety reporting

e Workshop on biosimilar monoclonal antibodies and immunogenicity of monoclonal antibodies, EMA,
London, 24 October 2011

e EMA workshop on multiplicity issues in clinical trials, EMA, London, 16 November 2012
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Explanation of terms used

[F] orphan medicine
A medicine intended for the treatment of a rare, serious disease.
i i) 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'.)

el 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.

[3 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 Visit our website

that is valid in all Member States of the European Union (EU) - via a

process known as the 'centralised procedure' — the company or Further information about the European
person developing the medicine must submit an application to the Medicines Agency and the work it does is
European Medicines Agency. available on our website:

The Agency's Committee for Medicinal Products for Human Use http://www.ema.europa.eu

(CHMP) carries out a scientific evaluation of the information In particular, you may be interested in
contained in the application and prepares an opinion (scientific these links:

recommendation). The Agency transmits this (positive or negative)

opinion to the European Commission, which then issues a Decision About us

granting or refusing the marketing authorisation. Patients and carers

When the CHMP adopts a positive opinion on a medicine, the Agency Healthcare professionals

publishes on its website a 'summary of opinion’, in the first instance, :

followed by more detailed information in a 'European public European public assessment reports

assessment report (EPAR)' after the marketing authorisation has
been granted.

European Medicines Agency

7 Westferry Circus e Canary Wharf e London E14 4HB ¢ United Kingdom
Telephone +44 (0)20 7418 8400 Facsimile +44 (0)20 7418 8416 “
E-mail info@ema.europa.eu Website www.ema.europa.eu An agency of the European Union

© European Medicines Agency, 2011. 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�

	Antivirals/anti-infectives
	Cancer
	Cardiovascular system
	Dermatology
	Gastro-intestinal system
	HIV
	Immune system
	Metabolic system
	Nervous system
	Respiratory system
	Rheumatology
	Vaccines
	Other medicines
	Scientific committee activities
	Other publications
	Explanation of terms used


<<

  /ASCII85EncodePages false

  /AllowTransparency false

  /AutoPositionEPSFiles true

  /AutoRotatePages /None

  /Binding /Left

  /CalGrayProfile (Dot Gain 20%)

  /CalRGBProfile (sRGB IEC61966-2.1)

  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)

  /sRGBProfile (sRGB IEC61966-2.1)

  /CannotEmbedFontPolicy /Error

  /CompatibilityLevel 1.4

  /CompressObjects /Tags

  /CompressPages true

  /ConvertImagesToIndexed true

  /PassThroughJPEGImages true

  /CreateJobTicket false

  /DefaultRenderingIntent /Default

  /DetectBlends true

  /DetectCurves 0.0000

  /ColorConversionStrategy /CMYK

  /DoThumbnails false

  /EmbedAllFonts true

  /EmbedOpenType false

  /ParseICCProfilesInComments true

  /EmbedJobOptions true

  /DSCReportingLevel 0

  /EmitDSCWarnings false

  /EndPage -1

  /ImageMemory 1048576

  /LockDistillerParams false

  /MaxSubsetPct 100

  /Optimize true

  /OPM 1

  /ParseDSCComments true

  /ParseDSCCommentsForDocInfo true

  /PreserveCopyPage true

  /PreserveDICMYKValues true

  /PreserveEPSInfo true

  /PreserveFlatness true

  /PreserveHalftoneInfo false

  /PreserveOPIComments true

  /PreserveOverprintSettings true

  /StartPage 1

  /SubsetFonts true

  /TransferFunctionInfo /Apply

  /UCRandBGInfo /Preserve

  /UsePrologue false

  /ColorSettingsFile ()

  /AlwaysEmbed [ true

  ]

  /NeverEmbed [ true

  ]

  /AntiAliasColorImages false

  /CropColorImages true

  /ColorImageMinResolution 300

  /ColorImageMinResolutionPolicy /OK

  /DownsampleColorImages true

  /ColorImageDownsampleType /Bicubic

  /ColorImageResolution 300

  /ColorImageDepth -1

  /ColorImageMinDownsampleDepth 1

  /ColorImageDownsampleThreshold 1.50000

  /EncodeColorImages true

  /ColorImageFilter /DCTEncode

  /AutoFilterColorImages true

  /ColorImageAutoFilterStrategy /JPEG

  /ColorACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /ColorImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000ColorACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000ColorImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasGrayImages false

  /CropGrayImages true

  /GrayImageMinResolution 300

  /GrayImageMinResolutionPolicy /OK

  /DownsampleGrayImages true

  /GrayImageDownsampleType /Bicubic

  /GrayImageResolution 300

  /GrayImageDepth -1

  /GrayImageMinDownsampleDepth 2

  /GrayImageDownsampleThreshold 1.50000

  /EncodeGrayImages true

  /GrayImageFilter /DCTEncode

  /AutoFilterGrayImages true

  /GrayImageAutoFilterStrategy /JPEG

  /GrayACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /GrayImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000GrayACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000GrayImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasMonoImages false

  /CropMonoImages true

  /MonoImageMinResolution 1200

  /MonoImageMinResolutionPolicy /OK

  /DownsampleMonoImages true

  /MonoImageDownsampleType /Bicubic

  /MonoImageResolution 1200

  /MonoImageDepth -1

  /MonoImageDownsampleThreshold 1.50000

  /EncodeMonoImages true

  /MonoImageFilter /CCITTFaxEncode

  /MonoImageDict <<

    /K -1

  >>

  /AllowPSXObjects false

  /CheckCompliance [

    /None

  ]

  /PDFX1aCheck false

  /PDFX3Check false

  /PDFXCompliantPDFOnly false

  /PDFXNoTrimBoxError true

  /PDFXTrimBoxToMediaBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXSetBleedBoxToMediaBox true

  /PDFXBleedBoxToTrimBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXOutputIntentProfile ()

  /PDFXOutputConditionIdentifier ()

  /PDFXOutputCondition ()

  /PDFXRegistryName ()

  /PDFXTrapped /False



  /CreateJDFFile false

  /Description <<



    /BGR <>

    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>

    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>

    /CZE <>

    /DAN <>

    /DEU <>

    /ESP <>

    /ETI <>

    /FRA <>

    /GRE <>



    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)

    /HUN <>

    /ITA <>

    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>

    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>

    /LTH <>

    /LVI <>

    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)

    /NOR <>

    /POL <>

    /PTB <>

    /RUM <>

    /RUS <>

    /SKY <>

    /SLV <>

    /SUO <>

    /SVE <>

    /TUR <>

    /UKR <>

    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)

  >>

  /Namespace [

    (Adobe)

    (Common)

    (1.0)

  ]

  /OtherNamespaces [

    <<

      /AsReaderSpreads false

      /CropImagesToFrames true

      /ErrorControl /WarnAndContinue

      /FlattenerIgnoreSpreadOverrides false

      /IncludeGuidesGrids false

      /IncludeNonPrinting false

      /IncludeSlug false

      /Namespace [

        (Adobe)

        (InDesign)

        (4.0)

      ]

      /OmitPlacedBitmaps false

      /OmitPlacedEPS false

      /OmitPlacedPDF false

      /SimulateOverprint /Legacy

    >>

    <<

      /AddBleedMarks false

      /AddColorBars false

      /AddCropMarks false

      /AddPageInfo false

      /AddRegMarks false

      /ConvertColors /ConvertToCMYK

      /DestinationProfileName ()

      /DestinationProfileSelector /DocumentCMYK

      /Downsample16BitImages true

      /FlattenerPreset <<

        /PresetSelector /MediumResolution

      >>

      /FormElements false

      /GenerateStructure false

      /IncludeBookmarks false

      /IncludeHyperlinks false

      /IncludeInteractive false

      /IncludeLayers false

      /IncludeProfiles false

      /MultimediaHandling /UseObjectSettings

      /Namespace [

        (Adobe)

        (CreativeSuite)

        (2.0)

      ]

      /PDFXOutputIntentProfileSelector /DocumentCMYK

      /PreserveEditing true

      /UntaggedCMYKHandling /LeaveUntagged

      /UntaggedRGBHandling /UseDocumentProfile

      /UseDocumentBleed false

    >>

  ]

>> setdistillerparams

<<

  /HWResolution [2400 2400]

  /PageSize [612.000 792.000]

>> setpagedevice



