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Amy Burd, PhD, Vice President of Research Strategy, Th e Leukemia & Lymphoma Society

Founded in 1949, The Leukemia & Lymphoma Society (LLS) has invested more than $1 billion 
in research to advance treatments for blood cancers, such as acute myeloid leukemia (AML). 
Unfortunately, the standard treatment for the disease hasn’t changed much in the past four 
decades. Now, thanks to advances in gene sequencing, LLS is launching a master trial designed to 
test simultaneously a number of drug candidates developed by different companies in the hope of 
improving patient survival.

Amy Burd, a doctor of pharmacology, has been LLS’s vice president of research and strategy since 
2009. She is leading the society’s new Beat AML initiative.

Q: What is the Beat AML initiative?
Th e Beat AML initiative involves a signifi cant 
research eff ort called a master trial, involving 
multiple clinical sites.  Th e master trial is 
designed to target newly diagnosed patients 
with AML, 60 years and older, for whom the 
standard of care has not changed in 40 years. 
AML is a disease of high unmet need; patients 
have an overall survival rate of around 25 
percent and in patients 60 years and older, the 
overall survival drops to single digits very quickly.

Th e current standard of care includes 
combination chemotherapy with daunorubicin 
and anthracycline, known in medical circles as 
“7 plus 3.” Th is standard of care has not changed 
in 40 years because of the challenges presented 
by the disease.  Specifi cally, in the last several 
years the scientifi c community has discovered 
that acute myeloid leukemia is not just a single 
disease but rather it is 12 or more diff erent 
diseases, and each type has diff erent mutations.  
As a result, treatment with drugs that have 
broad activity are not suffi  ciently eff ective for 
most patients. Newly diagnosed patients will 
present with a dominant clone with a specifi c 
mutational pattern, but they often relapse with 
additional clones with other mutations, which 
makes them very diffi  cult to treat.

Q: How will this trial be conducted?
Most trials of AML drugs are in patients who 
have relapsed.  However the aim of this trial is 
to treat newly diagnosed patients. Th e patients 
we identify will provide a bone marrow sample, 
which will be sequenced using a next generation 
sequencing platform at Foundation Medicine, a 
company that provides genomic testing. Based 
on the patients’ genomic information, we’ll 
determine the appropriate treatment for their 
mutation. Patients who don’t have a mutation 
that qualifi es for one of the drugs in the master 
trial, will get a broad-acting agent – an epigenetic 

inhibitor or immunotherapy or another 
combination therapy. Th us, all patients in the 
study will receive a tailored treatment option. 

Th is type of protocol requires that we be 
quick to act and nimble.  We’re launching the 
trial with four study arms at fi ve clinical sites 
— Th e Ohio State University, Memorial Sloan 
Kettering Cancer Center, Oregon Health and 
Science University, Dana-Farber Cancer Institute, 
and Massachusetts General Hospital. We’re 
pushing technology to its limit by making a 
treatment decision, based on genomic profi ling, 
within seven days. We’re starting with four 
drugs and we expect to expand very quickly. By 
the time we’re up to 10 study drugs we should 
be covering the vast majority of the more 
prominent mutations in AML. 

Q: How long will the study take and how 
many patients will participate?
We expect the trial to last three to fi ve years. 
Based on the mechanism of each of the drugs and 
the trial endpoints, some drugs will have longer-
term effi  cacy than others. Th at means that with 
some drugs the endpoint may be progression-free 
survival at two years, meaning the disease has 
not become worse, while for others the endpoint 
will be complete response, meaning no evidence 
of the cancer, and the duration of that complete 
response. Our goal is to enroll between 250 and 
500 patients. Each study arm will have around 25 
patients, and based on the success of those 25 we 
will extend to between 60 and 100.

Q: Why is the LLS running this study?
In our view, LLS is the only cancer organization 
equipped to lead this study.  We can bring together 
the Food & Drug Administration, academic 
researchers and pharmaceutical companies to 
make this trial successful. No one pharmaceutical 
company would hold an Investigational New Drug 
(IND) that would allow other drugs to be tested. 

LLS is holding the IND for this study, which is 
unique for a non-profi t organization. 

We think this trial represents a true paradigm 
shift for AML as well as for clinical trials across 
all types of cancer. It’s creating an infrastructure 
where we can test drugs quickly, determine if 
they’re working, and if they’re not we move 
on to something else. It’s a way of creating an 
effi  cient clinical trial network.

Q: Did you have any trouble selling this 
idea to the research community?
All key stakeholders are very enthusiastic about 
the promise of this trial. Th ere has been a recent 
increase in research in AML, which resulted in a 
litany of new, targeted investigational therapies. 
So we brought together Drs. Brian Druker of 
Oregon Health and Science University, Ross Levine 
of Memorial Sloan Kettering Cancer Center and 
John Byrd of Th e Ohio State University to create 
this study. Our discussions with thought leaders 
in the AML fi eld validated our thesis that the time 
was right to have a trial of this design. Moreover, 
our feedback from more than 25 pharmaceutical 
companies further reassured us about this 
concept. We are very heartened to see the level of 
collaboration this AML trial is engendering.

Q: You’ll also have to explain it to 
physicians and patients, won’t you?
Because this protocol is so unusual we’re going 
to do signifi cant education outreach. We’re 
creating a lot of information on our website www.
lls.org/beat-aml and people can contact LLS’s 
Information Resource Center at 1-800-955-4572.

The Beat AML initiative 
involves a signifi cant 
research eff ort called a 
master trial, involving 
multiple clinical sites. The 
master trial is designed to 
target newly diagnosed 
patients with AML, 60 
years and older, for whom 
the standard of care has 
not changed in 40 years.

‘‘

‘‘
The Leukemia & Lymphoma 
Society is leading the 
offensive against acute 
myeloid leukemia.

Enroll your newly 
diagnosed AML patients 
in a clinical trial today.

Contact our Information 
Specialist 800.955.4572 or  
visit www.lls.org/beat-aml

Donald / AML survivor





<<
  /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 1.3
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends false
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage false
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts false
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Remove
  /UsePrologue false
  /ColorSettingsFile (None)
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 450
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.00000
  /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 450
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.00000
  /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 2400
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.00000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /PDFX1a:2001
  ]
  /PDFX1aCheck true
  /PDFX3Check false
  /PDFXCompliantPDFOnly true
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox false
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (U.S. Web Coated \050SWOP\051 v2)
  /PDFXOutputConditionIdentifier (CGATS TR 001)
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<
    /CHS <>
    /CHT <>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF che devono essere conformi o verificati in base a PDF/X-1a:2001, uno standard ISO per lo scambio di contenuto grafico. Per ulteriori informazioni sulla creazione di documenti PDF compatibili con PDF/X-1a, consultare la Guida dell'utente di Acrobat. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 4.0 e versioni successive.)
    /JPN <>
    /KOR <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die moeten worden gecontroleerd of moeten voldoen aan PDF/X-1a:2001, een ISO-standaard voor het uitwisselen van grafische gegevens. Raadpleeg de gebruikershandleiding van Acrobat voor meer informatie over het maken van PDF-documenten die compatibel zijn met PDF/X-1a. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 4.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents that are to be checked or must conform to PDF/X-1a:2001, an ISO standard for graphic content exchange.  For more information on creating PDF/X-1a compliant PDF documents, please refer to the Acrobat User Guide.  Created PDF documents can be opened with Acrobat and Adobe Reader 4.0 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 /HighResolution
      >>
      /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 [665.858 854.929]
>> setpagedevice


