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658 Patients to go... l

33 patients were
Enrolment as of June 30, 2009 enrolled in the month
Site June | Cumulative Site June | Cumulative | ©Of June, a new
Total Total record!!
Kingston General 6 62 Sunnybrook, Toronto - 2 Keep up the great
work ©
St. Joseph’s Healthcare 3 33 St. Paul's, Vancouver - 6 Congratulations to
, , the team at the
Ottawa General 6 92 L’Enfant Jesus, Quebec City 1 19 University Hospital in
L . . London for enrolling
Ottawa Civic 2 38 Liege, Belgium 3 their 1st two patients
Vancouver General 1 19 CHUV, Switzerland - 8 this month.
Sacre Coeur, Montreal 4 48 Royal Jubilee, Victoria - 5 = 1200
Royal Alexandria, Edmonton 1 16 UZ Brussels - 2 1
Maisonneuve—Rosemount 1 13 Mount Sinai, Toronto 2 16 Ui
Grey Nun’s, Edmonton 1 12 University of Colorado 1 9 -1-
Victoria General - 3 Miami Valley, Ohio - 2 i
London Health Sciences Centre - 10 University of Louisville 1 8 _1° [542
Health Sciences Centre, Winnipeg - 8 Fletcher Allen, U of Vermont 1 4 iC
Queen Elizabeth II, Halifax - 7 St. Boniface, Winnipeg - - ! |
*Montreal General - 7 University Hospital, London 2 2 i i
*Royal Victoria - 8 O 2
* Sites status = on hold due to staffing issues Total = 542 (includes 80 from pilot)
REDOXS®© Goes to Germany f— Methods Centre Staff Updates
Please note that beginning Jun 29th, Suzanne Biro,
The REDOXS®© Team welcomes our new colleagues from Project Assistant will be in the office on Tuesdays,
Germany. Start-up training was conducted in Kiel, Thursdays and Fridays.
Germany on 12-Jun-09. Join me in welcoming Susan Campbell, Project
We look forward to seeing our German sites begin to enroll Assistant to the REDOXS© Project Team. Susan will be
patients very soon! working with Suzanne managing the product inventory

and supporting other operational aspects of the study.

BegriiBen Sie deutsche Kollegen!
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Patients Transferred from External ICUs - Determining the Window of Eligibility

We have encountered several questions regarding the window of eligibility (exclusion criteria #1) for patients who are
transferred from an ICU outside of the site’s institution. Referring ICUs offer varying levels of care (e.g. urban centers
vs. rural community settings) and hence patients arriving from these institutions vary in their acuity of iliness.

In instances when sites have received patients from an external ICU the following can be found in the Study
Implementation Manual concerning the time window for exclusion criteria #1:

“For patients that have been transferred from another ICU, the 24 hours for determining eligibility pertains to the
TOTAL time in the intensive care unit setting.”

These queries have highlighted the need for further description as to what defines the intensive care setting in reference
to our study criteria. The table below outlines two different scenarios to illustrate these definitions.

When in doubt call the Project Leader.

SCENARIO 1

SCENARIO 2

Example

Patient is admitted to the ICU in a small community
hospital that does not have the capacity to care for
mechanically ventilated (MV) patients. After 16 hours
in the ICU the patient was intubated and (MV) was
initiated.

Immediately following the initiation of MV, the patient
was transferred to the research site. At the research
site the patient was started on pressors/inotropes,
etc...The external ICU and research site have
differing levels of care.

Patient is admitted to ICU that routinely cares for
patients requiring MV and pressors/inotropes.
The patient is intubated and started on dopamine
shortly after their arrival. Due to bed shortages,
the patient is transferred to the research site.

Both ICUs provide the same level of care.

Level of Care Provided
in External ICU

NO intubation/mechanical ventilation (patients may
be intubated then transferred shortly after)

Intubation/mechanical ventilation

NO inotropes/pressors

Inotropes/pressors

Time used to
Determine Eligibility
Window

used to start the eligibility clock

Time of initiation of mechanical ventilation should be

Time of admission to external ICU should be
used to start the eligibility clock

Exclusion Criteria #8—Primary Diagnosis of Burns

A patient is admitted to the ICU with 52% BSA burn
which occurred in February. The burn is no longer
considered “active”. Can this type of patient be
included in REDOXS©?

The exclusion criteria “Patients with a primary
diagnosis of burns > 30%” refers to “active” burns,
therefore this patient would be considered eligible for
the study if other eligibility criteria are met.

Thank you Dr. Fowler at Sunnybrook for the question

What to do with Residual Volumes of Study Supplements Left in Bags

We would like to remind sites that every effort should be made to ensure patients receive the fully
prescribed amount of enteral (480 mL) and parenteral (240 mL) study supplements per each 24 hour

period.

Recently we have been made aware, that for various reasons (e.g. timing of bag changes and infusion
pump issues) patients are not receiving the fully prescribed amounts of study supplements. We strongly
encourage sites to advocate that any residual volume left in the study supplement bags at the end of a 24

> hour period (or before the bag change) should be delivered to the patient. We anticipate this practice will
enhance study supplement compliance rates and reduce those protocol violations!

Enteral Nutrition Formulas—EDCS Additions

The following enteral nutrition formulas have been
added to the taxonomy options on the EDCS:

NESTLE: Fibersource

Remember to call CERU
if you need to enter an
enteral formula not
currently found on the
taxonomy.

NESTLE: Fibersource HN

NESTLE: Isosource Protein Fibre

NUTRICIA: Nutrison (Nutrison Standard)
NUTRICIA: Nutrison Multi Fibre OCD
ROSS: Jevity 1.5 kcal

* & & & oo o




	STUDY CHAIR				PROJECT LEADERS

	Daren Heyland				Rupinder Dhaliwal	

	dkh2@queensu.ca			dhaliwar@kgh.kari.net    					Janet Overvelde  	

						overvelj@kgh.kari.net

	DATA MANAGEMENT			PROJECT ASSISTANTS

	Jennifer Korol				Suzanne Biro

	korolj@kgh.kari.net 			biros@kgh.kari.net

	Shawna Froese			Susan Campbell

	froeses@kgh.kari.net			campbes3@kgh.kari.net



<<

  /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

  /CreateJDFFile false

  /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



  /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



