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Jennifer McGrogan, Covance, King of Prussia, PA

Introduction SDRG Template Excerpt SDRG Work Instruction Excerpt

Reviewer’s Guides provide the Food and Drug Administration
(FDA) Reviewers with additional context for datasets received
as part of a regulatory submission. The Reviewer’s Guide is
iIntended to describe data submitted for an individual study in the

Study <Protocol Number> Study Data Reviewer’s Guide COVANGCE >

. .
1. Introduction & CHILTERN

Module 5 (clinical) section of .the Electronic Commqn Technical 2. SDRG Template Content Sections
Pocume_nt (eCTD) These gUIde_S p_urposefu”y dUp.“Cate 1.1 Purpose The following section numbering corresponds directly to the SDRG Template.
information found in other submission documents in order to This document provides context for tabulation datasets and terminology that benefit from additional _
provide FDA Reviewers with a Sing|e point of orientation to the explanation beyond the Data Definitions document (define.xml). In addition, this document 1. Introduction
datasets. Due to the information in the reViewer,S gUideS being provides a summary of SDTM conformance findings. The introduction provides an overview and inventory standards used on the study.

" T : - - 1.1 Purpose is a required section. Complete with standard text from the SDRG
SO Standardlzed’ It IS pOSSIble tO develop |nStrUCt|0nS and template [CHF > CDISC and Submissions Standards > Shared Documents >
prOCGSSGS fOr com p|etion in a more efﬁcient manner and use 01 Standards Reference Documents > Reviewer's Guides > Current versions

1.2 Acronyms > SDRG v1.2 2015 01_26 > SDRG _Template 2015-01-26).

them to improve production time of submissions.

Acronym Translation 1.2 Acronyms is an optional section. If sponsor-specific or non-industry standard
acronyms are used elsewhere in the SDRG, document them in this section.
Otherwise, state that this section is not applicable.

Why Thls IS UserI 1.3 Study Data Standards and Dictionary Inventory is a required section. Populate
: : : : " the Standards and Dictionaries table in the SDRG template with the versions
In practice, with many programmers involved in a study, it's that are used throughout the submission.

realistic for multiple people to update or edit the working copy of
the reviewer’s guide simultaneously. Multiple authors can easily

lead to an asynchronization in terms of fonts, formatting, etc. 5, ooyt Fasmaaiatiar
: : : : 1.3 Study Data Standards and Dictionary Inventory ' P
that will detract from the final product. Having a template Iin - . T .
] : ] ] The protocol description provides a brief orientation to the study and, if necessary,
place at the start of the reviewer’s gUIde creation can help Stdird or Dictionary Narcions Teed provides additional context about the Trial Design Datasets.
address these issues before they OCCUr. SDTM 2.1 Protocol Number and Title is a required section. Provide the protocol number
or identifier, title, and versions included in the submission. If an amendment
> |t W|” ensure that When the document iS ﬁnalized tO the FDA_ Controlled Terminology occurred, note any significant changes which impacted data collection or
int tation.
required PDF version, it will look clean and professional Dag. Detinitans e
’ ' 22 Protocol Design is an optional section. Place a graphic or text here to describe

Medications Dictionary the protocol design. This information can be taken directly from the protocol or
developed specifically for the SDRG.

» When the template is adhered to rather than starting from
scratch, it can lead to a more efficient creation of links to
other sections of the document.

Medical Events Dictionary

Other standards (optional) 2.3 Trial Design Datasets is a required section. Populate the SDRG Template by
stating if Trial Design datasets are included in the submission. If not, no further
information is required.

> A high level of consistency that can be achieved across

If this section is included, list the labels and descriptions for these domains,

2. Protocol Description and th - - - - -
. . . . . gy populate with information following what is found in the SDRG Completion
multiple studies, which is especially valuable when submitting Guidelines [CIIF > CDISC and Submissions Standards > Shared Documents >
A . 01 Standards Reference Documents > Reviewer's Guides > Current versions
a large volume of similar packages to the same sponsor. 2.1 Protocol Number and Title > SDRG v1.2 2015 01 26 > SDRG _Completion Guidelines 2015-01-26]. It
Protocol Number:
] Protocol Title: WCAD35 Version 1 Effective Date: 28" July 2017
Exam p|e: S D RG Tem p| ate and WO I'k |nstru ct|on A Pt (based on TPQA035 Version 3) Prior Effective Date: N/A
Reviewer’s gu ides v ary d epen din g on what kind of StUdy IS (Note here changes in protocol amendments that affected data collection or interpretation) s
being submitted. Guides associated with SDTM studies, as a Page 3 of 10 e e e

standard, are required by the FDA to include different
information than those associated with ADaM studies, as well as
any other data standards that may be adhered to.

Advantages of Implementation

The example shown here is specifically discussing documents _ _ , . .
related to SDTM studies submitted to the FDA. With that said, If a clear and consistent process is developed early on, it becomes easy to apply and teach to others. At Covance, after working to achieve a clear process, the use of

global teams was possible to help improve speed of production. This would not have been possible without a template that laid out what information belonged where and
with what instructions. The sections were clearly laid out, so it was possible to communicate with the global team in a way that they could populate the document and
others could read, review, and finalize this document, rather than creating it from scratch. Additionally, having templates and instructions to point global team members to
proved to be invaluable when working in different time zones. If a team member encountered a question about the work, they could explore these instructions and
templates rather than needing to email a question and wait for an answer.

no matter the data standard, documents can be developed for
applying similar instructions to simplify the work in the same
manner and would allow an analogous standardization of the
process.

Having a template and further explanation creates even more
clarity about exactly what should be in each section, which in
turn generates consistency within studies, and additionally within
all submissions coming from the sponsor. The documents are
intended to be utilized as a pair; reading through the work
iInstruction while populating the necessary fields in the template.
The work instruction is written in a manner that corresponds
directly to the sections in the template. This is done to help it
work as an efficient tool in conjunction with the template.

Along with using global teams, having very standardized instructions allows lower-level programmers who might be assigned to contribute to a document like this, or
interns in a company that still have much to learn, get familiar with looking at a study and taking a first pass at populating this kind of document. Working on an SDRG is
an excellent place for team members to get their feet wet with SDTM studies—qgetting experience with the data standard while remaining a low-risk addition to the project
deadlines. In practice, it helped speed up production greatly on the documentation-side of the team, who were now beginning work with a document that needed to be
reviewed and verified rather than developed. This allows the documentation team to complete and submit the entire package in a much more quick and efficient manner.

Author Contact Information
> jennifer.mcgrogan@covance.com

COVANCE.

SOLUTIONS MADE REAL




<<

  /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



