
FINANCIAL DISCLOSURES METHODS AND MATERIAL SUMMARY

BACKGROUND

OBJECTIVE

DISCUSSION

REFERENCES

Symptomatic intracranial atherosclerotic stenosis (sICAS) is 
one of the most common causes of stroke worldwide. Current 
treatment consists of risk factor management and dual 
antiplatelet therapy with clopidogrel and aspirin for 90 days 
then aspirin alone. However, the 1-year rate of symptomatic 
infarct, intracranial hemorrhage (ICH) or vascular death was 
27% in the medical arm participants in SAMMPRIS who 
qualified with symptomatic infarct.
Recent data suggests ticagrelor and aspirin may be more 
effective than clopidogrel and aspirin for sICAS. In PRINCE, 
the 90-day stroke rate in participants with large artery 
atherosclerosis was significantly lower with ticagrelor and 
aspirin (6.0%) vs clopidogrel and aspirin (13.1%) (P=0.04) 
with no increase in major hemorrhage, but with a higher rate 
of any bleeding (22.3% vs 14.2%, P=0.007) and dyspnea 
(4.2% vs 0%, P<0.001).
Mechanistic and clinical trial data also support studying low 
dose rivaroxaban and aspirin for sICAS. Combining an 
anticoagulant with aspirin addresses both increased platelet 
and procoagulant activity in sICAS. In COMPASS, 
participants randomized to low dose rivaroxaban and aspirin 
had significantly fewer strokes (ischemic or hemorrhagic) 
than aspirin alone: 0.9% vs. 1.6% (P<0.0001). 

Janssen is providing rivaroxaban and funding for placebo.
AstraZeneca is providing ticagrelor.
BH: Progressive Neuro, Galaxy Therapeutics, PropioVision
TT: Up-to-Date
SY: CR Bard
JB: Genentech, Roche, Brainsgate, Basking Bioscience
MC: Medtronic, Boerhinger Ingelheim
RM, JS, RB, LC, SJ, AS, JF: none

Design/Population Studied/Intervention: CAPTIVA is a two-
stage Phase III 3-arm, double-blind trial in which patients with 
symptomatic infarct in the territory of 70-99% sICAS (n=1683) 
will be randomized 1:1:1 to 1-year treatment of ticagrelor and 
aspirin, low dose rivaroxaban and aspirin, or clopidogrel and 
aspirin. All participants will receive intensive risk factor 
management. 
Outcome Measures/Analysis: The first stage will assess 
whether there is an excess of ICH or non-ICH major 
hemorrhage in the rivaroxaban or ticagrelor arms of the trial 
that could lead to an early termination of one or both of those 
arms.   
The second stage will determine if the experimental arm(s) 
(rivaroxaban or ticagrelor) that progress to the second stage 
are superior to the clopidogrel arm for lowering the 1-year 
rate of the primary endpoint (ischemic stroke, ICH, or 
vascular death).

1683 subjects with symptomatic infarct due to 70-99% sICAS
1 year treatment & follow-up 
First Stage: Safety Analysis
1.Parenchymal brain hemorrhage (ICH)
2.Major non-ICH hemorrhage (ISTH criteria)
Second Stage: Primary Endpoint
1.Ischemic stroke (AHA definition Sacco et al, Stroke 2013)
2.ICH
3.Vascular death
Secondary Endpoints
1.Composite of the primary endpoint and MI
2.All stroke (ischemic and ICH)
3.Ischemic Stroke
4.Ischemic stroke in the territory of the qualifying stenotic 
artery
5.All death 
Exploratory Aim: To estimate the impact of CYP2C19 LOF 
carrier status on any benefit that the ticagrelor or low dose 
rivaroxaban arms may have in lowering the primary endpoint 
compared with the clopidogrel arm.

Site investigators meeting planned for March 2022.

Subject enrollment planned to begin April 2022.

Any questions, please email: CAPTIVA-study@ufl.edu
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To determine if rivaroxaban and aspirin or ticagrelor and 
aspirin are superior to clopidogrel and aspirin for lowering the 
1-year rate of the primary endpoint (ischemic stroke, ICH, or 
vascular death). 
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Background: Symptomatic intracranial atherosclerotic stenosis (sICAS) is one of the most common causes of stroke worldwide. Current
treatment consists of risk factor management and dual antiplatelet therapy with clopidogrel and aspirin for 90 days then aspirin alone.
However, the 1-year rate of symptomatic infarct, intracranial hemorrhage (ICH) or vascular death was 27% in the medical arm participants in
SAMMPRIS who qualified with symptomatic infarct. Recent data suggests ticagrelor and aspirin may be more effective than clopidogrel and
aspirin for sICAS. In PRINCE, the 90-day stroke rate in participants with large artery atherosclerosis was significantly lower with ticagrelor
and aspirin (6.0%) vs clopidogrel and aspirin (13.1%) (P=0.04). Mechanistic and clinical trial data also support low dose rivaroxaban and
aspirin for sICAS. Combining an anticoagulant with aspirin addresses both increased platelet and procoagulant activity in sICAS. In
COMPASS, participants randomized to low dose rivaroxaban and aspirin had significantly fewer strokes (ischemic or hemorrhagic) than
aspirin alone: 0.9% vs. 1.6% (P<0.0001). Objective: To determine if rivaroxaban and aspirin or ticagrelor and aspirin are superior to
clopidogrel and aspirin for lowering the 1-year rate of the primary endpoint (ischemic stroke, ICH, or vascular death). Design/Population
Studied/Intervention: CAPTIVA is a two-stage Phase III 3-arm, double-blind trial in which patients with symptomatic infarct in the territory of
70-99% sICAS (n=1683) will be randomized 1:1:1 to 1-year treatment of ticagrelor and aspirin, low dose rivaroxaban and aspirin, or
clopidogrel and aspirin. All participants will receive intensive risk factor management. Outcome Measures/Analysis: The first stage will assess
whether there is an excess of ICH or non-ICH major hemorrhage in the rivaroxaban or ticagrelor arms of the trial that could lead to an early
termination of one or both of those arms. The second stage will determine if the experimental arm(s) (rivaroxaban or ticagrelor) that progress
to the second stage are superior to the clopidogrel arm for lowering the 1-year rate of the primary endpoint (ischemic stroke, ICH, or vascular
death). Trial Status: Anticipate enrollment beginning January 2022.

Disclosure:
B.L.Hoh: Other Research Support; Significant; Astra Zeneca, Janssen, Research Grant; Significant; National Institutes of
Health (NIH), Stock Shareholder; Significant; Propio Vision, Progressive Neuro, Galaxy Therapeutics. A.Sulken: n/a. J.Griffin: None.
J.Frasure: None. J.Broderick: None. M.Chimowitz: None. R.H.Martin: None. T.N.Turan: Other; Modest; Gore, Inc., Research Grant;
Significant; NIH/NINDS- CAPTIVA/CREST2 Trials. S.D.Yeatts: Other; Modest; Bard Inc. J.Smith: None. R.Boyette: None.
L.H.Cavallari: None. L.Janis: n/a. N.Sabagha: n/a.

 

 (http://www.scientificposters.com)


javascript:void(0);
http://www.scientificposters.com/

	ISC-CAPTIVA Poster__11Jan2022
	ISC-CAPTIVA Abstract_10Feb2022


<<
  /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




