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1.0 Safety Warnings & Precautions

1.1 Warnings
To avoid potential injury to the user and the patient and/or damage to the equipment, please note the following
warnings:
1. Failure to follow the instructions, warnings, apcecautions in this manual may lead to injury or damage to the
equipment.
2. This equipment is only to be used by qualified personnel, who have complete knowlétlyeuse of the
equipment.
3. To avoid the risk of electrical shock, only use the equipment thiétprovided Power Supply and AC Cable.
4. To avoid risk of electrical shock, equipment must be used on battery power or only be connected to a supply
mains with protective earth.
5. To avoid the risk of electrical shock, do not contact the Stylus to a souvcitage other than the Stylus Cable
and EBox.
6. To avoidaccidental detachment of the Styl@able and loss obanectivity, always hold the Stylby theblack
HandleABOVE the USB port on tBedyduring use.
7. There are no significant risks of reciproicakrference posed by the presence of the equipment during specific
investigations or treatments.
8. There are no significant risks of potential electromagnetic or other interference between the equipment and
other devices.
9. To electrically isolate circuitsdm supply mains on all poles simultaneousigcdnnect the Power Supply from
the Laptop
10. The equipment isinsterileso it is not suitable for an operating room environmdbt not attempt to sterilize
any part of the equipment, except the Tip Assemb(gee Sectiol.7: Tip Assembly Sterilization)ia any
sterilization method.
11. Tip Assemblies are shippadsterileandshould be sterilized according to the procedure in SectionT3p/
Assembly Sterilization.
12. TheTip Assemblies argharp and may be hazardous to the user. Use caution when handling, using, and
disposing oflip Assemblies
13. No servicingmodification, or maintenancef the equipmentshould be conducted by endsers. Contact Active

Life Scientific, Inc. if the device is not performing.

1.2 Precautions
To avoid improper use and/or damage to the equipment, please note the following precautions:

1.

Carefully unpack the equipment and cheok ény damage that may have occurred during shipment. If damage
is detected, refer tdSection 10Warranty and Retun Policy
Operation, transport, and storage of equipment is recommended in the following conditions:

Temperature-10°Cg 40°C
Relative Hundity: 0%¢ 95%
Atmospheric Pressure: 80 kP408 kPa

OPGO005 Rev B
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Maintenance & Cleaning. Do not immerse the equipment in liquid.

mechanical shock.

To reduce the risk of damage to the equipmenioia actuating theStylus without a Tip Assembly attached.
To reduce the risk of damage to the equipment, only use the approved cleaning methods digtiSsetion 5:

Avoid rough handling or dropping of the equipment or any component of the equipment to prevent damage by

All components of the equipment should be stored arahsported in the provided Carrying Case.

7. To shut down thequipment, close the OsteoProbefvare and shutdown the Laptopf the equipment ishut

down during measurementesultsmay not be saved.

Note: The warranty is void if any of these warningsgrecautions are disregarded.

1.3 Safety Labels

C€

0086

Active Life Scientific, Inc.
PHN: +1.805.770.2600

For Diagnosis of Bone Quality

o)
-10°G 0% S~~~ 80 kPa

27 E. Cota Street, Suite #400
Santa Barbara, CA 93101 USA

108 kPa

d
’
!!‘!! i!“ ~

[On exterior of Carrying Case]

27 E.
Santa Barbara, CA 93101 USA
PHN: +1.805.770.2600

EMERGO EUROPE
Prinsessegracht 2@
2514 AP The Hague
The Netherlands

REF

EC

5V==100 mA

Power Rating:

Active Life Scientific, Inc.
Cota Street, Suite #400

C

0086

O
A4

[On exterior of EBox]

OPGO005 Rev B
Page2 of 47



[On exterior of=B

SN

12345

[On exterior ofE-Box]

ACTIVE LIFE SCIENTIFIC
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NON-STERILE

Activelife

scientific

Tip Assembly

[On each individual Tip Assembly Tube]

REF

LOT

REFERENCE NUMBER

LOT NUMBER

&)  DONOTRESTERILIZE

OPD-900

(®  FORSINGLE USE ONLY

[Ti] CONSULT INSTRUCTIONS FOR USE

& DONOT USE IF PACKAGE IS DAMAGED

SR ®
20 UNITS

Patent Pending

Active Life Scientific, Inc.
Santa Barbara, CA, USA
(805)770-2600

[On each pack of Tip Assemblies]

OPGO005 Rev B
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ACTIVE LIFE SCIENTIFIC
[ Bon 1ality Cc

OsteoProbe Probe Assembly Sterilization Instructions

Manufacturer: Active Life Scientific, Inc.
Method: Steam Sterilization (Autoclave) Device(s): OPD-900 OsteoProbe Probe Assembly

WARNING: The instructions provided on the reverse have been validated by Active Life Scientific, Inc. as being CAPABLE of
preparing the device for use. It remains the responsibility of the processor to ensure that the processing as actually performed
using equipment, materials, and personnel in the processing facility achieves the desired result. This normally requires
validation and routine monitoring of the process.

D-010 Rev B
WARNINGS The Probe Assembly is sharp and may be hazardous to the user. Use caution when handling, using, and disposing of
Probe Assemblies.

Limitations on reprocessing Probe Assemblies are single use and may only be processed once.
INSTRUCTIONS
Point of use: N/A— Probe Assemblies are to be disposed after one use
Preparation for decontamination: | NfA— Probe Assemblies are to be disposed after one use
Cleaning: Automated N/A— Probe Assemblies are to be disposed after one use
Cleaning: Manual N/A— Probe Assemblies are to be disposed after one use
Disinfection: N/A— Probe Assemblies are to be disposed after one use
Drying: N/A— Probe Assemblies are to be disposed after one use
Maintenance, N/A— Probe Assemblies are to be disposed after one use
Inspection and Testing:
Packaging: 1. Carefully insert the Test Probe and Reference Guide into a 3" x 8" sterilization pouch suitable for steam

sterilization.
Sterilization: 1. When sterilizing more than one pouch at a time, make sure the plastic side of pouch always faces paper side of

adjacent pouch.

2. Upto 25 pouches can be placed into the same sterilization basket and up to 2 sterilization baskets can be used
for a single sterilization cycle.
3. Gravity Steam Sterilization Cycle - 60 minutes at 121° C, 30 minutes drying time. Do not exceed 130° C.
Storage: Store in a dry place.
Additional Information: Mo particular requirements.
Manufacturer contact: 27 E. Cota Street Suite #400 | Santa Barbara CA 93101 | USA
+1.805.770.2600
OPD-010 Rev B
[Includedinside each pack of Tip Assemblies]
OPGO05 Rev B
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Symbol Definition

MANUFACTURER

DATE OF MANUFACTURE

CE LOGO

AUTHORIZED REPRESENTATIVE IN THE EUROPEAN COMMUN

CATALOG NUMBER

SERIAL NUMBER

REFER TO INSTRUCTION MANUAL/BOOKLET

TYPE BPPLIED PART

> |2 ﬁlm&f-

Power Ratfing: 5V === 100 mA POWER RATING (DIRECT CURRENT)

OPGO005 Rev B
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Symbol

Definition

TEMPERATURE LIMITS

HUMIDITY LIMITS

ATMOSPHERIC PRESSURE LIMITS

e Q) &) &<

FRAGILE, HANDLE WITH CARE

-
-

KEEP DRY

OPGO005 Rev B
Page6 of 47



ACTIVE LIFE SCIENTIFIC

1e bone guality company

2.0 Introduction

2.1 Overview
Welcome to the OsteoProbe®!

OsteoProbe® is simple, easy to uséool that measures bone quality in patients without the need for surgery or
radiogrgphic imaging.

A dngleuse, preciselengineered disposable needis mated to the OsteoProbe® stylus to make subcutaneous
YSIadaNBYSyida 2y LI GASydiQa €STFaG 2NI NRIKG GAO0AI 6A0K:

The outputof a testis the Bone Material Strgyth index (BMSi2 NJ . 2 y SwhictOfat&edrauantifiest LI G A Sy
bone quality.

2.2 Key Features

Complete OsteoProbe® systeRictured here(l) Stylus & Tip Assembly, (2) Holder & Reference BR)cEBox,and (4)
Laptop

OPGO005 Rev B
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2.2.1Tip Assembly (Unsterilized)

TheTipAssembly is a singlese disposable that comes withTé IDthat must be entered into the software prior to
beginning measurement on a patient. These are sharp needles and should be handled with care.

NOTE: Th&ipAssemblies shipnsterilized See Section.3 Tip Assembly Sterilizatidar information on sterilizatiorof
TipAssemblies.

2.2.2Stylus

Handle Body

TheMeasurement Head Unit is the Stylus that the operator uses to make measurenfi@ntStylus consists of an outer
Handle and an internal Bodyhe TipAssembly is attached to the Stylus via a magnetic coupling. The Stylus delivers an
impact to theTipAssembly, and an internal sensor measures the indentation depth.

OPGO05 Rev B
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2.2.3Holder & Reference Materials

TheHolderprovides sufficient mass arsgcures Ref@nce Materialsin a stable position for making consistent
measurements.

Reference Block Performance Check Block

OPGO05 Rev B
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2.2.4E-Box

OsteolProbe’

TheEBoxconditions and transmits the signal from the Stylus to the Laptop for further processing.

2.25 Laptop

OsteoProbe’

NEW
MEASUREMENT

The Laptop runs the OsteoProBeftware, collects and stores measurement data, and transmits measurement data
back to Active Lif&cientific, Incfor quality control purposes.

OPGO005 Rev B
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3.0 System Setup

Getting started with the OsteoProbesgtraightforward. This section wilgjo through the setup of the device® get ready
to makemeasurements.

Laptop Cable

OsteoProbe

‘ AC Cable ‘ ’ Power Supply

OPGO05 Rev B
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Tip

Handle
Body

Guide w

3.1 Connecting the System
3.1.1 Use the AC Cabledonnect the Power Supply to an appropriate power outlet.

OPGO05 Rev B
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