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Real-time Continuous measure
of oxygen sufficiency

at capilla level in patients
at risk forischemia

B Minimum-risk, non-invasive

m Measures absolute 5t0, — not
a relative value

m Not dependent on pulse or
blood pressure —
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Detects Ischemia at the Source

The T-Stat™ monitor works without reference to the patient’s pulse. Instead it uses
the color of the blood in the capillaries — not the arteries — to calculate oxygen
saturation. Low-power white light shines from the
probe through the mucosa (such as the inside of the
cheek) to a depth of about 2 mm and diffuses into the
tissue. It then re-emerges, colored by the structures
through which it has passed — most notably by the
oxygen-carrying blood protein hemoglobin. The light
emerging from the tissue carries the spectral fingarprint of the
oxygenation level of the hemoglobin in the capillaries.
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Quick, Simple Placement When Seconds Count

The T-Stat™ probe is rapidly placed —
orally, rectally or endoscopically. Each
sensor probe self-calibrates, After the
physician has verified the placement
\ of the probe, the T-Stat™ oximeter is

l\ ready for use within seconds. Placement of buccal sensor probe
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The Only Device that Detects Local Ischemia
| during Vascular Surgery
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In a study of 50 patients undergoing open or endovascular i ﬁ':u’:g::;g“ s
surgery for abdominal aortic aneurysm repair, the T-Stat™
monitor was used to measure oxygenation levels in colon ; 2
tissue for the purpose of detecting ischemia that might E B
result from compromised circulation to the colon. In three of ® 200 Z‘Z'.'ZL"SELL‘“:E
the 50 patients colon ischemia was detected in the -
operating room, and blood supply to the colon was restored 0 -
Start Finish

through re-vascularization. None of the 50 patients went on to
experience complications associated with
colon ischemia.”

. Hemoglobin Saturation in Local Tissue
Ty during Surgery for
Abdominal Aortic Aneurysm
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Sensitive to Global Ischemia Al B
In a peer-reviewed clinical study of éﬁ feue ="
27 patients undergoing cardio- 80 nes
vascular surgery, measurements of Eor "yt
St0, made by the T-Stat™ monitor g 70+ 7
were shown to be directly correlated u
to measurements of central venous deor
oxygenation (Sv0,) made on blood 50 60 70 80 90 100
samples drawn from a pulmonary Central Venous Saturation (% Sv0.,)

arterial catheter.”
A Direct Correlation between 5t0_ and SvO,

Responds to Developing Ischemia in Seconds

The T-Stat™ makes a measurement every 50 ms, whether or not there is a
pulse. When ventricular fibrillation occurs, local oxygen saturation begins to
fall immediately. Measurements made during surgery showad a significant
drop in oxygenation after only six seconds.”

Narrow Normal Range Leads to Improved Patient Management

Recent studies have shown that close management of patients undergoing cardiovascular
surgery with technigues based on central venous saturation leads to better patient
outcomes and reduced costs.” The data provided by the T-Stat™ allows physicians to make
adjustments in managing and controlling oxygen saturation. In healthy patients, the normal
range of St0, in the buccal mucosa is between 71% and 83%, and in the enteric mucosa itis
between 60% and T6%. This narrow normal range, coupled with the T-Stat's ability to monitor
patients continuously and non-
invasively — even those with a weak
orirregular pulse (or no pulse) —
makes the T-Stat™ a valuable tool
that allows more timely interventions
and superior patient management. [
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Prescribing Information (Rx Only)

Indications

The Spectros T-Stat™ Microvascular Tissue Oximeter is intended for use as an
adjunct monitor of localized hemoglebin oxygen saturation of blood in the
microvascular tissue spaces (5t0,) in infants, children or adults at risk for
Ischemia.

Cautions

Tissue oxygenation is sensitive to local perfusion. Care should be taken notto
apply pressure at the measurement site, as this may create |local ischemia
and result in readings that are falsely low.

The T-Stat™ is sensitive to free blood outside the microvascular space. Values
should be interpreted cautiously when free or surface blood is present.

Contraindications
Mone.
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*Es 3 Seff-Dlagnostcs | Automatc self-test &t power-on
System Specifications Vil diplay of sl 4eet progress
Vall dat on of sofware versions
‘el daf on of software inte gty
1 Physical Specifications Viali dafion o f afgor ihm suscesshul opetafion
Test of optical s peciromeater
Siza Bin wide x B in highx 12 in deep Tast of optical socket reader
Waight 1351 (8.1 ig) Tesl of MemaTy Srage spece
Display Back-lluminated, color touch-screen Test of mi croprocessor systEm
Redigresn salf-test suocess indicabors
2 Value and Accuracy Specifications Halt at sian up if emoss in sebi-est
Vales Displaped | S10, % (per cent lissue hemo ghoben sahuraton) 4 ngrating Spe:iﬁc ations
Range: 0-900%
Resohfion 1% Power £0-240 ¥ 50-80Hz
rHemoglobin {rekalve hemoghobin) Electically solated
Range: 0-99 M USiCanada Green-dot {hospial grade} 3-m
Resohdion: 01 M
Enviranment Intended for indoor hospital use
Signal intensty - -

540 degrees Celsius
2%-B5% humidiy (non-condensng)

Opticnal trend graph

3 Alarm/Warning Specifications 5 Optional Software

Ada g Low S0, % User seftable D-00% (preset low 4 0% .

Hgh S0, % User settsble, 0-80% (presst high 85%) Fegeanch Opbons® | Optional data collection tointernal fash

Low heme rHemogiobin <5 M (analyas Dptional data expor to external disk via USE port
SUpD ed, "no lisswe”™ aitar) Optional analysis soriping for wer-apecific analyais

Hghhame rHemogiobin =100 M ("bloody * Nof for clinical use
fissue” afror)

Unsfahls Signal sk ength changes > 20% 6 Probes
bl &n samples

Proba Types CTH-050-REC—Redal T-Stat™ probe
CTH-050-END—Endos copic T-Stst™ Catheter
CTH-D50- ORA—Dral Buceal T-Stat™ Probe

Adprmn Tndicalors Redfy efowig reen Stalus inchoaion
\White emor messsae on flashing red background
Auckibe slarm (Sibenceatie)

Alarm Silsncng Audibie ol arm silenced x 120 sec Stenls PFrobas Single-use stenbe probes available (for use on humans)
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