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The ENCePP Study Concept

The European Network of Centres for Pharmacoepidemiology and Pharmacovigilance (ENCePP) has
been created by the European Medicines Agency with a view to strengthening the available expertise
and resources in Europe in the area of pharmacoepidemiology and pharmacovigilance. Ultimately,
the network’s goal is to both facilitate and enhance the conduct of collaborative
pharmacoepidemiology and pharmacovigilance studies. A key element of ENCePP is to uphold high
standards throughout the research process based on the principles of transparency and scientific
independence. To this end, the concept of an ‘ENCePP study’ is introduced to identify those studies
which are conducted in accordance to the following general principles:

\ENEPD

A maximum level of transparency is provided as regards the use of agreed
methodological standards in the study protocol, the development and agreement of
the study protocol, and the communication of the results;

The primary purpose of a study shall be to generate data of potential scientific or
public health importance and not to promote the sale of a medical product;

The design of the research shall not be aimed towards producing a pre-specified
result;

The contractual arrangements between investigators and the study funder should
clearly define the research assignment and should address in sufficient detail critical
areas of interaction, remuneration, protocol agreement, analysis of results and
publication of results;

Remuneration shall only be granted as specified in the research contract and shall not
depend upon a particular study result;

The results of a study shall always be published, preferably in a peer-reviewed journal,
or made available for public scrutiny within an acceptable time frame, regardless of
the (positive or negative) results and the statistical significance;

Relevant information on the research process and results shall be publicly available;

The study must be registered in the publicly accessible register of ENCePP studies
prior to its start, thereby making publicly available information on the study including
the expected timelines, and updating the register with the results (or references to
publications) on study completion.
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CoRe requirements

¢ Code of Conduct: Signed declaration and checklist
¢ Methodological Standards for ENCePP Study Protocols: Signed checklist

The signed declaration and checklists and the study protocol must be provided to the
ENCePP Secretariat before the study commences.

The original and final versions of the protocol will be made publicly available after the
final study report.

¢ E-Register of Studies

The study must be included in the electronic register of studies before it commences.

In practice, all pharmacoepidemiological and pharmacovigilance studies can qualify as "ENCePP
studies” provided that the (primary) lead investigator belongs to an entity that is included in the
ENCePP Inventory of Centres and Networks and that the “"CoRe requirements” are met.

In essence, investigators that accept to conduct an ENCePP study commit to a maximum level of
transparency with regard to relevant information pertaining to their investigation. This includes
publication of study findings regardless of their (positive or negative) results and granting access to
relevant information of the study protocol.

ENCePP Study Seal

Provided all the CoRe requirements have been fulfilled and the ENCePP Secretariat has confirmed the
receipt of all necessary documents, a study may a-priori be considered as an "ENCePP Study”. A
letter of confirmation will be dispatched and a corresponding "ENCePP seal” will be displayed in the
electronic ENCePP Register of Studies which may also be used in connection with this study. The seal
will make immediately recognisable to the general public that the study was conducted in adherence
to the ENCePP research principles and methodological standards and through transparency and clarity
of roles, will increase trust in the robustness of the research.

However, investigators are reminded of the ongoing obligations the ENCePP study seal places on the
conduct of a study, namely to adhere to the entirety of the provisions of the ENCePP Code of Conduct
throughout the research process. In particular, researchers are obliged to:

. Regularly update the entry of the study in the register.

. Provide the original and final versions of the protocol through the ENCePP Register of
Studies. The ENCePP Secretariat will make both versions publicly available after the final
study report unless they have previously been made available by the (primary) lead
investigator.

. Make publicly available a clear summary of the main study results, whether positive or
negative, including results from prematurely terminated studies according to the timetable
agreed in the research contract. In addition, an abstract of the study findings shall be
provided to the ENCePP Secretariat for publication within 3 months following the final
study report.

. Make publicly available a full report of all results with a scientific or public health impact
without unjustified delay.

Investigators of ENCePP Studies are obliged to inform the ENCePP Secretariat without delay if a study
deviates from and/or no longer follows the rules of the Code. In this event the concerned study shall
not be entitled to the "ENCePP seal” and thus the title "ENCePP study”, unless its deviation is judged
by the ENCePP Steering Group not to affect the standards expected of an ENCePP Study, including
the principles of transparency and independence.

w u p An agency of the European Union -



EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

E-Register of Studies

The electronic ENCePP register of studies aims to provide a publicly accessible resource for the
registration of pharmacoepidemiological and pharmacovigilance studies. Its purpose is to:

. Increase transparency

. Reduce publication bias

. Promote information exchange

. Facilitate collaborations within the scientific community

. Facilitate optimal use of pharmacoepidemiology and pharmacovigilance expertise in

Europe by preventing unnecessary duplication of research.

Registration of studies in the electronic register is mandatory only for "ENCePP studies”; it is
voluntary for all other studies.

For clinical trials conducted in the EU, registration in the EUDRACT database is a legal obligation.
Additional registration of clinical trials in the ENCePP e-register is only obligatory for "ENCePP
studies”.

How to register an ‘ENCePP Study’

Given that registration of studies in the electronic register is one of the three CoRe requirements to
be met for a study to qualify as an ENCePP study, an interim solution has been developed pending
finalisation of the database, enabling researchers to receive the ENCePP study seal.

The following steps have been put in place whilst the development of the database is being
finalised:

1. Investigators who wish to register their studies should fill in the "Data Entry
Form” (available for download from the ENCePP website) and send it by email to the
ENCePP Secretariat. This needs to be done before the study starts.

2. The original signed declaration, the checklist of the Code of Conduct and checklist of
methodological standards should be sent to the ENCePP Secretariat (c/o EMA, 7
Westferry Circus, London E14 4HB, United Kingdom) before the study commences.

3. A copy of the study protocol should also be submitted at this stage, either electronically
(preferably as PDF file) or by post.
4. Upon receipt of the documents, the ENCePP Secretariat checks for completeness of the

“Data Entry Form”, the signed declaration and checklists, and assigns a provisional
registration number to the study.

5. The ENCePP Secretariat dispatches a letter signed by the Chair of the ENCePP Steering
Group, confirming a priori eligibility of the study to be considered as an "ENCePP study”
and places the ENCePP study seal in the log of ENCePP study applications.

6. The ENCePP Secretariat maintains a log of ENCePP study applications received during
the interim phase. This log is published on the ENCePP website, and updated whenever
new studies are added, or if the status of a study is changed.

7. By clicking on individual entries included in the log it is possible to access pdf-versions
of the related documentation (signed checklists, signed declaration, data entry form and
any other information relevant to the study). This complies with the transparency
requirements laid down in the Code of Conduct.

Any information and documents placed on the register during the interim phase will be migrated to
the finalised database by the ENCePP Secretariat. Investigators will then be requested to check the
migrated information for accuracy.

How to register Non-ENCePP studies

The electronic register of studies, once available, will be open to register all
pharmacoepidemiological and pharmacovigilance studies regardless of whether there is an
application for the ENCePP study seal or the research centre participating in the ENCePP network.
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Investigators who only wish to register their studies, i.e. no request is made for an ENCePP
study seal, need to submit a completed data entry form and any other relevant document they
wish to make publicly available. There is no obligation to adhere to the ENCePP Code of Conduct
or comply with the Checklist of Methodological Standards for ENCePP Study Protocols. However,
investigators are required to regularly update the entry of their studies in the register.

ENCePP Study Process Flow Chart

Lead Investigator ENCePP Secretariat

Complete, sign and send
originals to the

ENCePP Secretariat:
- CoC Checklist (Annex 2) e, df;icrﬁean’;g archive
- CoC declaration (Annex 3)
- Checklist of Methodological
Standards

-Copy of protocol

y

Check that the registration is
Populate e-Register of studies. complete and that all relevant
(or interim Data Entry form) documents (incl. the study
protocol) have been provided

A 4

If yes

y
- Dispatch letter confirming
‘a priori’ award of ENCePP seal
- ENCePP seal is placed on
study entry in the
e-Register of studies

study start
Update the e-Register —
of studies and the Checklist of
Methodological Standards,
as appropriate.

Publish final study report in
e-Register of studies. > Track status of the study

The above flow chart represents the simplified process of applying for the ENCePP
study seal and complying with the underlying requirements. Of note, the rules and
provision of the Code of Conduct need to be followed in their entirety.

Further information can be found on the ENCePP website at:
www.encepp.eu

\ENEPD

An agency of the European Union




	The European Network of Centres for Pharmacoepidemiology and Pharmacovigilance (ENCePP)



<<

  /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



