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A legal update from Dechert’s Mass Torts and Product Liability Group 

Keeping Adverse Event Reports Out of the  
Courtroom 

 
A federal district court in Florida recently re-
jected personal injury plaintiffs’ attempt to have 
Adverse Event Reports (“AERs”), which were 
collected and maintained by a defendant drug 
manufacturer, admitted as evidence of notice 
and medical causation. In re Accutane Prods. 
Liab., 2007 WL 1288354 (M.D. Fla. May 2, 
2007). This decision is important for drug 
manufacturers who elect, or are required, to 
gather and maintain AERs regarding the drugs 
they market to the public. 

Plaintiffs in Accutane were former users of an 
FDA-approved drug for the treatment of severe 
acne. They alleged that their use of the drug 
resulted in inflammatory bowel disease, and in 
support of this allegation, sought to introduce 
evidence relating to AERs collected and main-
tained by the defendant. Plaintiffs attempted to 
show that this AER evidence was admissible in 
three different ways. 

First, plaintiffs argued that the AERs consti-
tuted an admission of a party opponent under 
Federal Rule of Evidence (“FRE”) 801. This 
claim was based in large part upon the testi-
mony of defendant’s Director of Drug Safety 
who, according to plaintiffs, testified that the 
AER database contained “fully investigated ar-
ticulations of these adverse events.” Id. at *3.  

The court disagreed with plaintiffs’ characteri-
zation, and found that “at no time did [the Di-
rector] testify or allude to the company’s as-
sessment of [a] ‘yes’ [database entry] being 
construed as the company’s position that the 
reported events were actually caused by Accu-
tane.” Id. The court further found that “many of 
the ‘yes’ responses in this case reflect nothing 
more than an assessment of a possible relation-
ship, not an actual relationship[.]” Id. (empha-
sis added). 

The court also remarked that the AERs were 
based solely upon unverified statements by 
third parties who “may be a physician, patient, 
family member, or even a plaintiff’s lawyer.” Id. 
at *1. In fact, one of the AERs in question was 
actually reported by the lawyer for one of the 
plaintiffs in the underlying litigation. Id. at *3. 

Plaintiffs next argued that the AERs could be 
relied upon and published to the jury through 
plaintiffs’ expert witnesses under FRE 702 and 
703. The court, however, rejected this argument 
and held that the AERs did not meet Daubert’s 
requirement for reliability and proper scientific 
method: 

The causality assessments in this case 
do not contain data which is reliable and 
upon which an expert opinion of causa-
tion can be based. The causality as-
sessments reflect a synopsis of com-
plaints from various reporters regarding 
their subjective beliefs as to the causes 
of their particular ailments. These re-
ports are not presented in the form of a 
medical file, but rather are narratives 
from the reporter describing his or her 
opinion as to causality. They do not con-
tain information regarding the patient’s 
medical history, family medical history, 
or use of other medications or drugs. 

Id. at *4. The court added that any conclusion 
derived from a review of the AER data “may 
serve as a basis for forming an hypothesis, but 
certainly does not support an opinion on causa-
tion.” Id. Finally, the court noted that, at best, 
the AERs established a possible association 
between the drug and alleged injury, but that 
“an association is not equivalent to causation.” 
Id. 
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Plaintiffs’ third and final argument was that the AERs 
should be admitted under FRE 410 as evidence that 
could assist the jury in determining notice, i.e., when 
the defendant knew or should have known and should 
have warned of the alleged risk. The court, however, 
found that such evidence would confuse the average 
juror and that, under FRE 403, the prejudicial effect of 
such evidence therefore outweighed any probative value:  

[I]t is likely a lay juror would have difficulty dis-
tinguishing that the term ‘causality assessment’ 
as the term relates to safety surveillance, is not 
the same as ‘causation’. . . . [I]t is highly prob-
able that a juror would perceive the company’s 
‘yes’ response in the causality assessment field 
as an admission by Defendant’s physicians that 
Accutane did in fact cause the adverse events 
reported. 

Id. at *5. See also Soldo v. Sandoz Pharm. Corp., 244 F. 
Supp. 2d 434, 546 (W.D. Pa. 2003) (holding that admit-
ting AERs would be grossly misleading to a fact finder). 

Accutane supports an enlarged safe harbor in personal 
injury lawsuits for drug manufacturers who perform 
elective and/or mandatory post-marketing research on  

new potential benefits and risks of the drugs they manu-
facture. If the Accutane analysis is widely adopted, drug 
manufacturers can continue to cast a wide net with their 
research, take adequate time to distill and analyze the 
results, and do so without fear that this work could later 
be unfairly used against them in front of a jury. 

The court’s analysis also demonstrates the importance of 
internal treatment and description of AERs; the court here 
found it significant that—unlike the interpretation offered 
by the plaintiffs counsel—the company never treated AERs 
as anything more than initial reports, derived from a wide 
array of reporters taken at their word, and collected in an 
effort to appropriately comply with federal law and to pro-
vide information as to even possible associations between 
drugs and alleged adverse events. 

   

This update was authored by Ronni Fuchs (+1 609 620 
3254; ronni.fuchs@dechert.com) and Jared Klein (+1 
215 994 2168; jared.klein@dechert.com). 

 

Practice group contacts 
   

If you have questions regarding the 

information in this legal update, 

please contact the Dechert attorney 

with whom you regularly work, or one 

of the attorneys listed. Visit us at 

www.dechert.com/productliability. 

Ronni E. Fuchs 

Princeton 

+1 609 620 3254 

ronni.fuchs@dechert.com 

Editorial Board 

Ezra D. Rosenberg 

Princeton 

+1 609 620 3222 

ezra.rosenberg@dechert.com 

Sean P. Wajert  

Philadelphia 

+1 215 994 2387 

sean.wajert@dechert.com 

 Thomas Kane  

Princeton 

+1 609 620 3268 

thomas.kane@dechert.com 

S. Tessie Kenney  

Philadelphia 

+1 215 994 2753 

tessie.kenney@dechert.com 

David C. Uitti 

Princeton 

+1 609 620 3286 

david.uitti@dechert.com 

D 
www.dechert.com 

U.S. 

Austin 
Boston  
Charlotte 
Hartford 
New York 
Newport Beach 
 

Palo Alto 
Philadelphia 
Princeton 
San Francisco 
Washington, D.C. 

UK/Europe 

Brussels  
London 
Luxembourg 
Munich 
Paris 
 

 © 2007 Dechert LLP. All rights reserved. Materials have been abridged from laws, court decisions, and admin-
istrative rulings and should not be considered as legal opinions on specific facts or as a substitute for legal 
counsel. 

 

http://www.dechert.com/productliability


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /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 /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /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 false
  /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 <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000500044004600206587686353ef901a8fc7684c976262535370673a548c002000700072006f006f00660065007200208fdb884c9ad88d2891cf62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef653ef5728684c9762537088686a5f548c002000700072006f006f00660065007200204e0a73725f979ad854c18cea7684521753706548679c300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020b370c2a4d06cd0d10020d504b9b0d1300020bc0f0020ad50c815ae30c5d0c11c0020ace0d488c9c8b85c0020c778c1c4d560002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken voor kwaliteitsafdrukken op desktopprinters en proofers. 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 for quality printing on desktop printers and proofers.  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 /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


