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Times are changing . . ..
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Times are changing . . ..




What is a Virtual Image?




Why Is this Important?
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Why Is this Important?




Compliance with 21 CFR Parts 58 and 11 In

a Virtual World. . . .




Compliance with 21 CFR Parts 58 and 11

In a Virtual World. . . .

Virtual Slides

Consequently, based on current practices and techlogies, when
virtual side is used for data generation, the eleminic record must be authenticated at the time of dta
generation, and then archived in compliance with P& 11 regulations for electronic records. Howeverthere is
great potential for new capabilities in the rapidly evolving electronic imaging arena. Advances in swvare,
hardware and automation, could make it possible toeliably recreate an exact image from durable sliddased
specimens at any future date desired. Thus, archivg of these virtual slides would not be necessaryebause
exact images could be reliably be recreated from #horiginal durable specimens. However, until electnic
image systems of this caliber are developed and i@dted, all virtual slides used for data generatior(including
those from durable specimens) need to be authentieal and archived.
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Compliance with 21 CFR Parts 58 and 11

In a Virtual World




Difference between using virtual (i.e., whole sligé
Images and conventional photomicrographs




Differences between virtual images and nc-

virtual illustrative images




Virtual images in and of themselves do nop
constitute raw data—-ever




Virtual images in and of themselves do nop
constitute raw data-ever




Virtual images in and of themselves do not

constitute raw data--ever




Virtual Images only become raw data whel

used for image analysis
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What Is an exact copy of data?







“. . . the exact copy or exact transcripimay be substitutetbr the original source

as raw data.”
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Validation of a virtual imaging system should be

held to reasonable standards




Validation of a virtual imaging system should be

held to reasonable standards




Validation of a virtual imaging system should

be held to reasonable standards




Interpretations of virtual images are repeatedly

shown to be as accurate as interpreting glass sligi
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A randomized controlled trial of the diagnostic acc uracy of internet-based
telepathology compared with conventional microscopy
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Interpretations of virtual images are repeatedly
shown to be as accurate as interpreting glass sli=g;

January 18, 2008
Aperio Receives FDA Clearance for Manual

Read of HER2 Digital Slides ; First Market
Clearance for Manual Read of a Digital Slide




Virtual images have a permanent digital signature”

correlating with slides from which they were obtaired
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January 7, 2008

Bad Cancer Tests Drawing Scrutiny

In a study published in 2006 on Her-2 tests . large laboratory that is experienced
In the procedures reviewed tests performed by ladal around the country. It found
that 14% to 16% of those judged positive for Havete actually negative. Of those
judged negative, 18% to 23% were in fact positive.

After signs of problems with hormone testing adlaih Newfoundland, tissue from
763 patients with negative results was retestedd#ferent lab in 2005 and 2006.
The new tests concluded that 317 of those weraliciositive. . . .

In another analysis of labs in multiple countrigshlished online last August in the
Journal of Clinical Oncology, 70% of 105 patientsred as negative on the estrogen
test were relabeled as positive when the tissuer&tasted by an experienced lab.
The analysis found that positive results were atratygays correct.

"If we tried to market pregnancy tests with thigeraf inaccuracy, they would be
taken off the market," says Allen Gown, chief pddlgest of PhenoPath Laboratories,

a Seattle lab. "It means there are a lot of won@ngbtreated inappropriately.” JI
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omputer-assisted slide evaluatior-
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Automated image analysisH&E
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Automated image analysisH&E




1x NanoZoomer Image
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Reclassify w/
Thematic Layers
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Automated image analysisH&E

Contro I (n=3)
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Automated image analysisH&E

Treatedl (N=3)
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Automated image analysisH&E

Control (n=3)
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Automated image analysissChromagens




Automated image analysis

Fluorochromes




Automated image analysis

Fluorochromes

Red Channel Signal displayed in Monochrome




Automated image analysis

Fluorochromes




Virtual images only become raw data when usef
for image analysis




But what about computer-

assisted slide evaluation. . . ?
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The Fiutuie Present Is Digital




