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. Robots
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. Technology
. Technology convergence
. POCT

. New specimens
. Big biology/data
. FDA
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MakerBot: Replicator Mini —
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1024 Test DNA array

Thousands to multiple millions of simultaneous assays



&

| General Conference

nternational Federation =

Hemcn ol disruption?

€ 18-21 March

l[“ 3. TECHNOLOGY - Mass spectrometry in ascendan;

*Neonatal screening (amino acids, fatty acids,..)
*Confirmation testing (drugs of abuse)

*TDM

*Vitamin D N Z

*Microbial ID é
0
Z

Steroid analysis/profiles
*Protein analysis (thyroglobulin) :
*Nucleic acid analysis (Cyp testing) ;
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4. TECHNOLOGY CONVERGENCE
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Phone + PDA + GPS + MP3 + internet + texting + tv/ivideo + TESTING
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Influenza A&B HSV1 &2

spartan 2x

CYP2C19

Sample to result. DNA on demand.

Influenza A&B CYP2C19*2, *3 and *17
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Harmonyx - CYP testing 23andMe - carrier status
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Blood Pressure Activity Monitor

Connect With The New 2net Hub From Qualcomm Life.

By 2030, almost 1 out of every 5 Americans -- some 72 million
people -- will be 65 years or older!
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aissmmmescne CEll free DNA, tfDNA, circulating tumor cells & J
exosomes
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Ha rmony-

PRENATAL TEST

e NO SPECIMEN?
p;{gg," tlejsit non-invasive testing

your questions —answered

Trisomy 21, 18, 13
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Ultra-deep sequencing to detect circulating tumor DNA
early detection of cancer in asymptomatic individuals through a blood screen
lllumina next-generation sequencing technology
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Million genome project (BGl)
Million genome project (NIH, USA)
Million Veterans Project (USA)
100,000 Genomes Project (UK)
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8. FDA - disrupting LDTs

The Public Health Evidence for FDA Oversight of Laboratory Developed Tests: 20 Case Studies

iii. Target Now Cancer Biomarker Test

Category LDT Characteristics
LDT Name Target Now
. Kolecular test to detect 20 cancer biomarkers for a range of
Description
tumaor types
Purpose Profile a cancer and suggest chemotherapy
Target Population Patients with refractory or recurrent cancer
Alternatives Follow standard chemotherapy regimens

LDT Problem 1

LDT Problem 2
LDT Problem 3
Clinical Consequence

Potential Impact of FDA

Owersight
Cost Impact of Inaccuracy

List of suggested treatments generated by the test have not

necessarily been shown to have an impact for a patient's
particular cancer

List of suggested treatments generated by test have not been
studied in combination

Improper clinical trial design to validate test
Patients may forego standard cancer therapy for unproven
alternative therapy, with related risk of serious adverse events
Assurance the test meets minimum performance standards;
evaluation of manufacturer claims

Mot astimated
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S Clnicol Chamithy lenses

Triggerfish® "Smart" Contact Lens for Glaucoma (SENSIMED — www.sensimed.ch/)

PDMS - silver wires continuously monitor pressure (via changes in the curvature of the cornea) and fluid flow
within the eyes. Relay the data to a portable recorder worn by the patient

Google (clandestine Google X lab )

Glucose sensor - continuous monitoring + wireless (382 million diabetics)

«— Soft contact lens
encapsulates electronics

detects glucose in tears

Chip & antenna
receives power and sends info
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Unimaginable at one time, now a reality...... impact?

DIGITAL ELISA

- ultrasensitive cancer markers - earlier detection of recurrence
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