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FDA News Release

FDA allows marketing of first whole slide imaging
system for digital pathology Media
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For Immediate April 12, 2017 . 888-INFO-FDA
Release
Release The U.S. Food and Drug Administration today permitted marketing of the Philips Related Information
IntelliSite Pathology Solution (PIPS), the first whole slide imaging (WSI) system that
allows for review and interpretation of digital surgical pathology slides prepared from « FDA: Medical Devices

biopsied tissue. This is the first time the FDA has permitted the marketing of a WSI

« FDA: Office of In Vitro
system for these purposes.
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Litjens G, et al. Deep learning as a tool for increased accuracy and efficiency of histopathological diagnosis. Scientific Reports 6: 26286, 2016.
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Litjens G, et al. 1399 H&E-stained sentinel lymph node sections of breast cancer patients: the CAMELYON dataset. GigaScience 7, 2018.
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Ehteshami Bejnordi B, et al. Diagnostic assessment of deep learning algorithms for detection of lymph node metastases in women with
breast cancer. JAMA 318: 2199-2210, 2017.
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1.7 valid_loss
train_loss
15 K
Class DC DC post PP
Glomeruli 0.95 0.95
Sclerotic glomeruli 0.63 0.62
Empty Bowman'’s capsules 0.52 0.37
Proximal tubuli 0.86 0.87
Distal tubuli 0.82 0.81
Atrophic tubuli 0.48 0.49
Undefined tubuli 0.32 0.30
Tubuli combined 0.93 0.92
Arteries 0.69 0.70
Interstitium 0.88 0.88
Capsule 0.89 0.84
Weighted average 0.80 0.80
Weighted average with

tubulgi as combinged class 0.88 0.88
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CNN Glomeruli

CNN Sclerotic glomeruli




Human (BANFF ct score) VS CNN (%atrophic tubuli)

Quantitative criteria for tubular atrophy: ct score

ct0 | No tubular atrophy

ct1 Tubular atrophy involving up to 25% of the area of cortical tubules
(mild tubular atrophy)

ct? Tubular atrophy involving up to 26-50% of the area of cortical tubules
(moderate tubular atrophy)

ct3 Tubular atrophy involving in >50% of the area of cortical tubules
(severe tubular atrophy)



Human (BANFF ci score) VS CNN (% Interstitium)

Quantitative criteria for interstitial fibrosis: ci score
ci0 | Interstitial fibrosis in up to 5% of cortical area
Interstitial fibrosis in 6-25% of cortical area
(mild interstitial fibrosis)

Interstitial fibrosis in 25-50% of cortical area
(moderate interstitial fibrosis)

Interstitial fibrosis in >50% of cortical area
(severe interstitial fibrosis)
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Pathologists shortage 'delaying cancer
diagnosis'

By ~ -
51 The report says histopathologists are facing intense pressure from increasing

d workloads due to new NHS screening programmes.

== It also warns of an approaching retirement crisis - with a quarter of all staff aged 55
I
or over.

“If this trend continues unchecked, clinical services could be in jeopardy," Prof
Martin said. N

"Making sure pathology services can cope with current and future demand is
essential if we are to ensure early diagnosis and improve outcomes for patients."”

The college is calling for more funded training places, better IT systems and further
investment in pathology services.
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