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Theranos, Inc. Confidential Information for AFRICOM Protocol

Background: Overview and Cost Savings.

Theranos is a high-complexity CLIA-certified laboratory headquartered in Palo.Alto, California.
Theranos manufactures proprietary clinical analyzers, assay reagents, a"""d__labora eveloped
tests for the complete range of tests reimbursed by the Centers for Mi Viedicai
Services.
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multiple samples---.o' a given cartridge. Sample types include blood, urine, feces, tissue and
saliva, amongst others. The cartridge can automatically perform follow-up tests when protocol
dictates those additional tests are necessary.

For this program, the Theranos 3.0 system and accompanying cartridges will be deployable to
designated sites in theatre. Devices can transmit data and video via satellite, short and long-wave
radio, Ethernet, Wi-Fi, and cellular broadband to allow instant communication of test results to
the necessary recipients.

The system is portable and designed to be able to be used at the point of sample acquisition.
Theranos systems are highly automated with all pre-analytical, analytical, and post-analytical
steps capable of being run by the system so that untrained operators can fully operate the system.

THERANGS CONFIDENTIAL AND PROPRIETARY

Confidential THPFMO0000691529



theranos

Embedded decision support on the device touchscreen allows for medical expertise to be
provided to untrained operators in field.

Theranos Clinical Analyzers.

diagnostic tests.

The Theranos 3.0™ is a small, compact and portable anatyzer that
one time.

test results.

Unlike waived devices, Theranos analyzers and the associated Theranos laboratory analytical
software was designed to operate in a CLIA-certified laboratory framework with minimal human
intervention. The level of integrated controls and oversight was introduced with the intent of
operating in remote, scantily staffed, and/or rural environments.

Theranos Tests.
Theranos reagents are Analyte Specific Reagents. Theranos reagents are enclosed in the
disposable reagent tray or cartridge into which the sample is deposited for analysis. While

multiple reagents are contained in a single tray, all reactions are discrete. Reagent trays contain
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reagents for a range of assay types. The largest number of assays run simultaneously on a single
tray to date is 72. Reagent trays are customizable. Each reagent tray can process a finger-stick
sample of blood to perform any given set of tests. Reagent trays are also customized for the full
range of clinical sample matrices. The reagent tray is traced throughout its lifecycle through a
unique bar code which is used for quality control purposes and momtormg reagent interactions.

given assay to <50 uL for a given panel

Theranos cartridges contain controls and calibrator: :
triplicates. All assays are validated under CLIA gui

existing (hospital) laborato ¥
support mfrastructur

dition to its CLIA lab quality system standards, Theranos is QSR

compliant.

While Theranos analyzers can be used for sample processing in the field, Theranos has also
developed proprietary nanotainer™ (tiny vaccutainer that collects blood through a small
capillary) which allow for micro volumes of sample to be stabilized in the appropriate
anticoagulant and shipped to or processed in a clinical laboratory. Theranos nanotainer™s are
classified as Capillary Blood Collection Tubes under 21 CFR Part 864.6150.

Theranos systems are Non-Invasive, Non-Significant Risk Devices. Theranos validates each
assay under FDA and ICH Guidelines and where applicable, under/to WHO guidelines and
standards.
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Theranos is GLP and GMP compliant. Theranos software is validated under 21 CFR part 11.
Theranos clinical analyzers are Class I medical devices classified under FDA 21 CFR Part
862.2160. In addition to its CLIA lab quality system standards, Theranos is QSR compliant.

All controls, calibrators, replicates, and QC testing mechanisms are automatlc Iy run with each

test that is processed on board the system.

Asa CLIA certified laboratory Theranos is legally liable for the accu

passed loose cargo vibration and drop/shock teSts
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