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This news bulletin is published by the SME Office of the
European Medicines Agency. It will be published four
times a year.

The news bulletin aims to bring to the attention of SMEs,
and their stakeholders, documents and activities re-
lated to the European regulatory environment.

A reflection paper on quality, non-clinical and clinical issues relating to recombinant
adeno-associated viral vectors was released on 24 March 2009 (Link). It discusses
specific issues of recombinant adeno-associated viral vectors developed as medicinal
products e.g. the complex methods for manufacture and quality control, and the
currently unknown long-term fate of the administered vector. It is released for
consultation until 30 September 2009.

A procedural guidance on the scientific classification of advanced therapy medicinal
products in accordance with Article 17 of Regulation (EC) no 1394/2007 was released
on 23 April 2009 (EMEA/99623/2009). It provides guidance to applicants on how to
prepare a request for advice on the classification of a given product based on genes,
cells or tissues as an advanced therapy medicinal product. The procedure is
recommended before regulatory procedures such as scientific advice, Paediatric
Investigation Plan (PIP), certification of advanced therapies (see below), orphan drug
designation and submission of a marketing authorisation application.

A draft regulation laying down the provisions for the certification of quality and non-
clinical data for small and medium-sized companies developing advanced therapies
was released on 2 April 2009 by the European Commission (Link). It specifies the
requirements to be provided by small and medium-sized enterprises that intend to
seek certification of quality and non-clinical data for their advanced therapy medicinal
products. The regulation will enter into force once it has been formally adopted by the
Commission after consultation of the European Parliament.

A draft directive amending Annex I of directive 2001/83/EC relating to advanced
therapies was released on 2 April 2009 by the European Commission (Link). It includes
detailed definitions of advanced therapies and specific requirements for Modules 3, 4
and 5 of marketing authorisations dossiers. The draft directive will need to be formally
adopted by the Commission after consultation of the European Parliament to be
become effective.

A procedural guidance on the centralised evaluation process of advanced therapies
was released on 12 May 2009 (EMEA/630043/2008). It describes the evaluation
process, the timetable, the interactions, the roles and responsibilities of all parties
involved. It is released for consultation until 6 July 2009. SMEs are particularly invited
to provide comments.

The presentations from the first EMEA workshop on advanced therapies held on 3
April 2009 are available on the website (Link).


http://www.emea.europa.eu/pdfs/human/genetherapy/58748807en.pdf�
http://www.emea.europa.eu/pdfs/human/cat/9962309en.pdf�
http://ec.europa.eu/enterprise/pharmaceuticals/pharmacos/docs/doc2009/2009_04/2009_03_10_1_en_act_v6.pdf�
http://ec.europa.eu/enterprise/pharmaceuticals/pharmacos/docs/doc2009/2009_04/2009_03_10_1_en_act_v7.pdf�
http://www.emea.europa.eu/pdfs/human/cat/63004308en.pdf�
http://www.emea.europa.eu/htms/human/advanced_therapies/April_2009_worshop.htm�
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A guideline on the categorisation of regulatory documents was released on 23 March 2009 (EMEA/P/24143/2004
Rev. 1 corr). It intends to define the different guidelines that support the European pharmaceutical legislative
framework and to describe a harmonised procedure for their development.

A guideline on the status of EMEA scientific guidelines and European Pharmacopoeia monographs/Chapters in the
regulatory framework applicable to medicinal products was released on 27 March 2009 (EMEA/42371/2008). It
clarifies the complementary roles of EMEA scientific guidelines and European Pharmacopoeia Monographs/
Chapters applicable to medicinal products.

EMEA guidance was published relating to:

° New fees payable to EMEA applicable as of 1 April 2009 (Link). The new fees were introduced following the
publication of Commission Regulation (EC) No 249/2009 on 23 March 2009 and the adoption of the
Implementing Rules by the EMEA Management Board.

° New guidance on ‘Article 58 opinions’ i.e. medicinal products intended exclusively for markets outside the
community under article 58 of regulation (EC) no 726/2004 in the context of co-operation with the World
Health Organization (WHO) (Link).

° New guidance on ‘Unforeseen variations’ according to Article 5 of Commission Regulation (EC) No
1234/2008. It outlines a procedure for marketing authorisation holders to request classification of variations
for human and veterinary centrally authorized products whose classification is not provided for in the
variation regulation or guideline.

o Updated pre-authorisation procedures (Link).
° Updated post-authorisation procedures (Link).
° Updated guidance on Paediatric investigation plans/Waivers/Modifications including information on e.g.

electronic submissions, new templates and procedural deadlines (Link).

Documents supporting the preparation of regulatory documentation were released in April 2009:

o Data providers and sources to identify existing authorised medicinal products in the European Union and
European Economic Area (Link).
° List of frequently used non-standard abbreviations to be used in SmPC and labelling (Link).

A draft guideline on the conduct of bioequivalence studies for veterinary medicines was released on 11 March
2009 (EMEA/CVMP/016/00-Rev.1). It defines when bioequivalence studies could be used to demonstrate that two
products will show similar systemic safety and efficacy in a certain target animal species and formulates
recommendations for the design, the conduct, and the evaluation of such studies. It is released for consultation
until 30 September 2009.

A draft guideline on data requirements to support in-use stability claims for
veterinary vaccines was released on 16 March 2009 (EMEA/CVMP/
IWP/250147/2008). It is released for consultation until 30 September 2009.

An e-submission roadmap of veterinary medicinal products was released on 17
March 2009. It aims at developing a harmonised approach to the compilation and
submission of regulatory documents taking into account the specific nature and
limited resources of companies in the veterinary sector (EMEA/152972/2009).

A draft guideline on user safety for veterinary medicines was adopted on 17 April 2009 (EMEA/CVMP/543/03-
Rev.l). It was revised to provide clearer guidance on user safety and the conduct of user safety risk assessments. It
is released for consultation until 31 August 2009.

A VICH guideline on ‘Safety studies for veterinary drug residues in human food/general approach to testing’ was
released on 20 April 2009 (EMEA/CVMP/VICH/486/02-Rev.2/GL33). It will come into effect on 1 February 2010.

A ‘Recommendation on the evaluation of the benefit-risk balance of veterinary medicinal products’ was released
on 17 April 2009 (EMEA/CVMP/248499/2007). It aims at improving the methodology for benefit-risk evaluations in
a systematic approach and ensuring the consistency and transparency of decisions taken at EU and Member State
level. It will come into effect on 1 February 2009.



http://www.emea.europa.eu/pdfs/human/regaffair/2414304en.pdf�
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http://www.emea.europa.eu/pdfs/human/regaffair/53410708en.pdf�
http://www.emea.europa.eu/htms/human/presub/list.htm�
http://www.emea.europa.eu/htms/human/postguidance/list.htm�
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Pharmaceutical Development

A concept paper on the implementation of ICH Q10 was released on 11 March 2009 (EMEA/INS/GMP/34212/2009).
It aims at aligning Chapters 1 and 2 of the EU GMP Guide with the modern quality terminology and concepts used
in ICH Q10 that are now well established in many pharmaceutical companies.

A guideline on the replacement of rabbit pyrogen testing by an
alternative test for plasma derived medicinal products was adopted
on 23 April 2009 (EMEA/CHMP/BWP/452081/2007). It will come into
effect on 1 November 2009.

The questions and answers webpage maintained by the joint CHMP/
CVMP Quality Working Party provides harmonised position on
issues that can be subject to different interpretation or require
clarification on matters related to quality. It was updated in May
2009 to include e.g. information on the need for in vitro dissolution
studies with alcohol for modified release oral products including
opioid drug products, and endotoxin and sterility testing at the end
of shelf-life (Link).

A questions and answers document on ICH Topic Q8, Q9 and Q10 Note for guidance on pharmaceutical
development/quality risk management/pharmaceutical quality system was released on 2 June 2009 (EMEA/CHMP/
ICH/265145/2009). It aims at facilitating the implementation of the guidelines in a consistent way across the three
ICH regions.

A guideline on plasma-derived medicinal products was released on 8 April 2009 (CPMP/BWP/269/95 rev. 4). It
includes the requirements for the collection of starting material, the manufacturing, the quality control and the viral
safety of plasma-derived medicinal products. It was revised in light of EU technical directives, European
Pharmacopoeia and EMEA guidelines. It is released for consultation until 30 September 2009.

Clinical Development

A guideline on missing data in confirmatory clinical trials was released on 18 May 2009
(CPMP/EWP/1776/99 Rev. 1 Corr*). It provides advice on how the presence of
missing data in a confirmatory clinical trial should be addressed in a regulatory
submission. It is released for consultation until 31 October 2009.

A concept paper on immunogenicity assessment of monoclonal antibodies intended
for in wvivo clinical use was released on 1 April 2009 (EMEA/CHMP/
BMWP/114720/2009). It identifies the topics that will be developed in the future
- guideline e.g. variability of immunogenicity, confirmatory assays, neutralizing
antibodies and immunogenicity prediction.

A concept paper on the development of a guideline on the use of pharmacogenomics
~ in the pharmacokinetic evaluation of medicinal products was released on 12 May 2009
(EMEA/CHMP/PGxWP/63270/2009). It identifies the topics that will be developed in
the future guideline e.g. pharmacogenetic effects on drug exposure, genotyping for
clinical use and polymorphisms effect at transporter level.
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Meetings

The report of the ‘EMEA/EFPIA Pharmacogenetics Workshop on Integrating Pharmacogenetics Early into Drug
Development: PK as a working example’ are available on the EMEA website (Link).

SME companies registered with the EMEA

385 companies currently have SME status assigned by the EMEA. The list of companies is published on the EMEA
website at: http://www.emea.europa.eu/pdis/SME/registeredcompanies.pdf
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Contact the SME Office

The SME Office has been set up within the Agency to
address the particular needs of smaller companies. The
Office aims to facilitate communication with SMEs through
dedicated personnel who will respond to practical or
procedural enquiries, monitor applications, and organise
workshops and training sessions for SMEs. Any comments
on this news bulletin can be forwarded to the SME Office:
E-mail: smeoffice@emea.europa.eu

Direct telephone: (44-20) 74 18 85 75/84 63

Fax: (44-20) 75 23 70 40

- E— S S S S S S S S DS S B B B S S B B B B B B S B B B B e e e e


mailto:smeoffice@emea.europa.eu�
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http://www.emea.europa.eu/pdfs/SME/registeredcompanies.pdf�

	Inside this issue:

	Advanced Therapies 

	News bulletin for small and 

	medium-sized enterprises

	June  2009

	Issue 8

	Page #

	Issue 8

	Regulatory Guidance

	Veterinary Medicines

	Page #

	Issue 8

	Pharmaceutical Development

	Clinical Development

	Page #

	Issue 8

	Contact the SME Office

	Meetings

	SME companies registered with the EMEA



<<

  /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 <<

    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>

    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>

    /DAN <>

    /DEU <>

    /ESP <>

    /FRA <>

    /ITA <>

    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>

    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>

    /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 <>

    /PTB <>

    /SUO <>

    /SVE <>

    /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



