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1 General Use

1.1 How to write in Manual
1) Marking
User Manual and Installation Manual are written and organized as follows:
- Order, marking signs/symbols and icons.
Description of a process follows alphabetical order.
a. No. 1 in description
b. No. 2 in description
¢. No. 3 in description

Examples to explain about Manual will be in boxes marked with ‘Example)".

Example)

a. Have a patient on the bed of the measuring equipment.
b. Check whether the site to be measured is within the measuring range and
locate the site correctly.

c. Select Yes/No in the window of User program asking, ‘Do you want to move to

the default position?’.

Additional explanation will be in single quotation marks (*) to add supplementary

information.

Information and symbols for attention on description or important issues in Manual:

& : Warning sign
® : Mark of prohibition
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: Mark of obligation
Caution in using the equipment
Description in using the equipment

Pages for reference

A @

2) Lavel
Label 1.
'‘CAUTION! ’Label for laser radiation
Eyes can be damaged when staring at the laser in the front without any protective

gear when the laser is ON.
/\CAUTION

Laser radiation.
Do not stare into beam.

O K| FAIBHN] BRALL,

Label 2.
‘CAUTION ‘Label for high voltage
- A user can be exposed to danger of high voltage equipment.

Label 3.
'WARNING ‘Label for movement of the equipment
It can cause accidents when fingers are stuck in between the moving measuring

ARM and the patient’s table.
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I HAND WARNING.
Oy IE Keep hand off while running.
ZHE B &2 o2 DAl 2
3) Symbols
: X-ray ON

3

- It indicates the X-ray is turned ON. It displays in the equipment's controller and

~
-

the display monitor when measuring a patient or conducting a daily test.

: X-ray OFF

- It indicates the X-ray is turned OFF. It displays in the monitor screen when the
equipment is on standby for measuring or finished measuring.

: X-ray radiation

It indicates X-ray is radiated; it could be dangerous for patients and users when

exposed to a large amount of radiation.

: Laser Pointer

It displays danger of laser pointer.

: Power ON
It indicates the power is ON. (Power ON)

: Power OFF
It indicates the power is OFF. (Power OFF)

: Start
It indicates X-ray is being ready.

SO—ppo

: Communication Status

It indicates communication status of the equipment.

: Caution

> >

It indicates safety caution or referring to User Manual is needed.
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: Equipotential grounding
v It indicates equipotential circuit which should be connected toearthing of the
doctor’s office and the equipment.
M : Date of manufacturing

(({']'}) : Protecting the equipment from external electromagnetic waves

: Disuse of the equipment
I

c : European Conformity

d : Manufacturer

N : Serial Number

: Authorized representative in the EURIPEAN COMMUNITY

: Refer to manual

e =)
[ ]
R - TYPE B APPLIED PART
I 4

1.2 How to use the product
A user should learn knowledge about the equipment and how to use it properly.

Please read Manual carefully before using the equipment.

Be aware of the ‘caution’ symbols for cautions or warnings.
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&The person who installs/uses the equipment is responsible for operation of the
equipment according to the related regulations of the location in which the

equipment is installed and used.

A user should be properly trained in using the equipment properly and fully understand
the procedure of using the equipment by reading/studying Manual on a

regular/irregular basis.

It is recommended that a user continuously practices using the equipment and takes

simulation sessions for emergency situations.

AThe communication can be automatically stopped depending on the network card
of the laptop manufacturer when using a laptop. When using a separately purchased
desktop, the communication can be interrupted depending on the integratedboard
network card; therefore buy a separate LAN card designated by the company and

connect it to the equipment.

1.3 Cautionary Notes

1) Environmental Condition

To prevent possible performance loss or malfunction of device components caused by
sudden and excessive environmental changes, as well as the resultant shortening of their
life cycle, the environmental conditions below must be met.

- Working Temperature : Within 18 ~ 27°C

- Working Humidity : Within 20~ 80%

- Air Pressure : Within 800 ~ 1060hPa

2) Protection against Radiation

To prevent users or patients from contracting diseases due to excessive exposure to X-ray,
the following protective measures should be taken.

- Refrain from generating unnecessary X-ray, and perform measurements only when

required for clinical purposes.
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- Evacuate all non-essential personnel — other than the operator and patient - when
performing measurement.

- Personnel performing measurement in the measurement room should wear protective
clothing, gloves and goggle (if required), to minimize exposure to X-ray.

- Operator or user can't adjust measureing parameter. This device is fixxed paramter.

3) Pre-operation Checklist
- Check the switch connection and polarity indicator status, and verify the device works

properly.
- Check all cable connections for their accuracy and safety.

- Double-check the areas that make direct contact with the patient.
- Check the device and the patient for any anomaly.
- If anomaly is found with the device or the patient, take appropriate actions including

suspending device operation under safe conditions.

4) Cautions for Storage
- Do not apply excessive force when connecting or disconnecting cables.
- Auxiliary devices should be maintained clean, in working conditions.

- Devices should be positioned in their proper positions, so as not to interfere with
worker or patient movement.

5) Warning Indication

When the device performs measurement on the patient, the scanner arm moves left right

to scan the patient. During this process, the patient’s hand may be caught between the

scanner arm and the table, causing injury. For this reason, the following indication is

attached to the said arm.

| /\WARNING

HAND WARNING.
o I E Keep hand off while running.

FUE Y9 &4 UoIeH M2,

6) Cautions regarding specific age group, gender and physical conditions

10
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This device measures bone density and mineral content by projecting X-ray through bones
or adjacent tissues. Using this device, the doctor performs measurement on people of the
age group and gender which the doctor regards as requiring osteoporosis diagnosis.
Since this device uses X-ray and thus may affect fetuses, it should not be used on pregnant
women. PATIENT can be exposed to RADIATION dose levels where deterministic effects
may occur in NORMAL USE
In addition, patients deemed as having physical conditions unsuitable for use of this device
by a specialist must consult a specialist before use of this device.

7) Cautions regarding specialist prescription
This device is designed for osteoporosis diagnosis, and therefore should be used for the
purpose of diagnosis performed by doctors. Its use must be prescribed and managed by
specialists.

8) Cautions regarding possible side effects and accidents caused by negligent use of the

device

This device uses X-ray, and its excessive use may cause side effects. Therefore, all personnel
using the device must comply with all regulations regarding radiation safety.
Since this device uses laser pointer to set scanner position for measurement, the laser
beam from the pointer may damage the patient’s sight when looked at directly. To prevent

such injury, the following indication is attached to the device.

Laser radiation.

Do not stare into beam.

o Xy o] FAIBHE OpML,

This device uses high voltage. Therefore, the following high-voltage indication is attached

to the device.

11
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9) Continuous irradiation of pulse-type X-ray on implantable cardiac pace maker or
implantable defibrillator may cause device malfunction. Avoid direct X-ray irradiation
on X-ray implantable cardiac pace maker or implantable defibrillator, and limit X-ray

output to a minimum.

1.4 Software

User programs and the application programs for using the equipment are protected by

the copyrights.

Only users approved by OsteoSys are authorized to use the company's software.

AWarning

The company is not responsible for any injuries/damages due to the equipment

caused by those who are not authorized to use the software/programs and use the
software or manipulate/modify/illegally change the programs without the company’s

permission.

1.5 Protecting personal data
Patients' personal information and measurements should be protected by the related

regulations/laws.

1.6 Installing and driving the equipment

Installation and changing the installation location should be based on the related

regulations/laws

OsteoSys and the manufacturer/sellers/installers/importers are not responsible for any

abnormal operation or measurement issues of the equipment.

A

* When the equipment was not used as Manual instructs.

When a person who was not authorized by the company conducted software
installation, upgrade, modification or A/S.

* When the parts that affect safety of the equipment are not the official items for
the company services.

* When the equipment was used in a location that does not follow the

installation/operation standards for the equipment.

12
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A Warning: To avoid risk of electric shock, this equipment must only be connected

to a supply mains with protective earth

1.7 Maintenance

For safety of the user/operator, patients and a third party, inspection/maintenance/
repair of the equipment and regular inspection on the safety devices/equipment are

recommended.

You can find information on inspection and maintenance of the equipment in ‘Contents’
of Manual in using the equipment. Regular inspection and maintenance are

recommended.

A When service is needed, contact our AS team or the local authorized dealer
in your area.
Osteosys A/S department contact number: +82 2 6124 5900

According to the related regulations/law, specific inspection that requires regular inspection

may be added.

1.8 Protecting the equipment from external electromagnetic waves

(R

This equipment’s measurement accuracy and normal operation can be affected by external
electromagnetic waves. Use the product in a location where the equipment can be
protected from any wireless electromagnetic waves generated by other products or mobile

phones.

1.9 Disuse of the equipment

)i

13
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This symbol marked in the product manual or on the packaging indicates the product

should not be handled as household waste. To dispose the equipment, send the

electric/electronic equipment or electric medical devices to waste collecting locations for

recycling. Proper disposal of the product prevents any possibilities that can negatively

affect environment or human health.

Material recycling can help saving natural resources. Please contact the store from which

you purchased the product or service agencies for more details on product disposal.

1.10 Guidance and manufacturer's declaration

Clinical information

Contents

A or
N/A

Description

Intended Use

The PRIMUS system supports the doctor's activities for the
diagnosis of osteoporosis and the prevention of future fractures
to the patient through the measured BMD results.

The PRIMUS system provides an estimate of body compaosition.
The measurement sites in PRIMUS are the spine, femur, forearm
and totalbody.

Name of Disease
or Condition

Osteoporosis, Osteopenia, Normal healthy bone

Indications

Provides an estimate of bone mineral density at various
anatomical sites (Spine, Femur, and Forearm).

Provides an assessment of relative fracture risk based on the
patient's T-score value using the categories of fracture risk
defined by the World Health Organization (WHO).

Provides an estimate of body composition (PRIMUS only).

Contraindication
s

There are no absolute contraindications to performing DXA.
Possibly of limited value or require modification of the
technique or rescheduling of the examination in some
situations, including:

- Recently administered gastrointestinal contrast or
radionuclides;

- Pregnancy;

- Severe degenerative changes or fracture deformity in the
measurements area;

The patient’s inability to attain correct position and/or remain
motionless for the measurement. Extremes of high or low
body mass index (BMI) which may adversely affect the ability
to obtain accurate and precise measurements.

Quantitative computed tomography (QCT) may be a desirable

14
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alternative in these individuals. Any condition that precludes
proper positioning of the patient to be able to obtain accurate
BMD values

. Education: Bachelor or higher
Physician or trained medical personnel located in hospitals and
clinics.
. Knowledge: Educated or trained for BMD(Bone Mineral
Density) under the relevant majors such as orthopedics,
User A internal medicine, obstetrics & gynecology, etc.
Target + Language Understanding: English
5 | group
. Experience: More than 2 years of work experience in
hospital as a doctor, a radiologist and etc.
(Patient does not operate the BMD device)
a) Ages: 20 — 100 years old.
Patient A b) The patient condition: Osteoporosis, Osteoporosis or Normal
healthy bone
6 Dlsposable N/A | No disposable component or accessory.
device
7 Invasive device N/A | Not intended to be invasive
8 Imp_lantable N/A Not intended to be implantable
device
N/A | BMD measurement is performed once a year or once every two years
(it's depending on the patient's situation).
9 Duration .Of use or In general, there are no contact area when a patient has worn patient's
contact with body uniform. However, when a patient wearing short pants or a shirt without
wearing a patient's uniform, some part of skin may contact with the bed
leather of BMD device.
Contacting ~ with There are no contact between any organ or tissue or body fluid of human
10 | body fluids or | N/A . . . o
others body with BMD device during the examination process.
According to ISCD official positions (in 2019) / 2019-Official-Positions-
Adult-1.pdf (iscd.org) Measure those anatomic sites commonly
measured in clinical practice, typically spine and proximal
11 | Measurement site A

femur(s). and here is more detailed below.
Skeletal sites to measure:

*Measure BMD at both the pa spine and hop in all patients

15
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AP Spine Femur

*Forearm BMD should be measured under the following
circumstances:

-Hip and/or spine cannot be measured or interpreted
-Hyperparathyroidism

-Very obese patients(over the weight limit for DXA table)

rw
E_'//"‘"--—-.

Forearm

The PRIMUS system provides an estimate of body composition.

The measurement sites in PRIMUS are the spine, femur, forearm and
totalbody.

Guidance and manufacturer’s declaration — electromagnetic emissions

The model PRIMUS is intended for use in the electromagnetic environment specified below. The customer or the user of the model
PRIMUS should assure that it is used in such an environment.

*Intended user profile

Emissions test Compliance Electromagnetic environment - guidance
RF emissions Group 1 The model PRIMUS uses RF energy only for its internal functions.
CISPR 11 Therefore, its RF emissions are very low+ and are not likely to cause

any interference in nearby electronic equipment.

RF emissions Class A The model PRIMUS is suitable for use in all establishments including
CISPR 11 domestic and those directly connected to the public low-voltage
Harmonic emissions Class A power supply network that supplies buildings used for domestic
IEC 61000-3-2 purposes.

Voltage fluctuations/ Complies

flicker emissions
IEC 61000-3-3

PRIMUS with radiation protection in accordance with IEC 60601-1-3:2008, where PRIMUS represents the object (X-ray equipment) for

which complicance is to be stated.

Guidance and Manufacturer's Declaration — Electromagnetic Immunity

This product is intended for use in an electromagnetic environment in which radiated RF
disturbances are controlled. Potrable RF communications equipments shoud be used no
closer than 30 cm (12 inches) to any parts of the product. Otherwise, the performance of this
equipment could be degraded.

16
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Guidance and manufacturer’s declaration — electromagnetic immunity

The model PRIMUS is intended for use in the electromagnetic environment specified below. The customer or

the user of the model PRIMUS should assure that it is used in such an environment.

Immunity
test

IEC 60601
test level

Compliance
level

Electromagnetic environment -

guidance

Electrostatic
discharge (ESD)
IEC 61000-4-2

+8 kV contact
+2 kV, +4 kV, 8 kV,
+15 kV air

+8 kV contact
+2 kV, #4 kV, +8 kV,
+15kV air

Floors should be wood, concrete or
ceramic tile. If floors are covered with
synthetic material, the relative humidity

should be at least 30%.

Electrical fast

+ 2 kV for power

+ 2 kV for power

Mains power quality should be that of a

) supply lines supply lines ) ) )
transient/burst + 1 kV for inputioutput | + 1 kV for input/output typical commercial or hospital
IEC 61000-4-4 lines lines environment.

Surge +0.5kV, £1 kV +0.5kV, £1 kV Mains power quality should be that of a
differential mode differential mode ) ] ]

IEC 61000-4-5 +0.5kV, 21 kV, £2kV | 0.5 kV, 1 kV, +2 kv | typical commercial or hospital
common mode common mode environment.

Voltage dips, 0% Ur (100% dip in | 0% Ur (100% dip in | Mains power quality should be that of a

short un) ur) typical commercial or hospital

interruption, and
voltage
variations on
power supply
input lines

IEC 60601-4-11

for 0.5/1 cycles

70% Ur (30% dip in
un)

for 25/30 cyclesa

0% Ur (100% dip in
un)

for 250/300 cyclesa

for 0.5/1 cycles

70% Ur (30% dip in
un)

for 25/30 cyclesa

0% Ur (100% dip in
un)

for 250/300 cyclesa

environment. If the user of the model
PRIMUS requires continued

operation during power mains
interruptions, it is recommended that the
model PRIMUS be powered from an
uninterruptible power supply or battery.

Power frequency
(50/60 Hz)
IEC 61000-4-8

30 A/m

30 A/m

Power frequency magnetic fields should
be at levels characteristic of a typical
commercial or

location in a typical

hospital environment

Note : UT is the AC mains voltage prior to application of the test level.

Guidance and manufacturer’s declaration — electromagnetic immunity

The model PRIMUS is intended for use in the electromagnetic environment specified below. The customer or

the user of model PRIMUS should assure that it is used in such an environment.

Immunityte | IEC 60601 Compliance Electromagnetic environment - guidance

st test level level

Conducted 3 Vrms 3 Vrms Portable and mobsile RF communications equipment should

RF 150 kHz to be used no closer to any part of the model PRIMUS, including

[EC61000-4- 80MHz cables, than the recommended separation distance calculated

6 from the equation applicable to the frequency of the
Outside ISM

17
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Bandsc transmitter.
amateur ) ]
radio bands Recommended separation distance
Bandsd 6Vrms, d=1.2vP
6 Vrms 150 kHz to | d=1.2vP 80MHz to 800MHz
'%/ﬁj’ kHz - 80 80MHz d=2.3VP 800MHz to 2.5GHz
z
In ISM Where P is the maximum output power rating of the
bandsc transmitter in watts (W) according to the transmitter
amateur
radio bands manufacturer and d is the recommended separation distance
Bandsd in meters (m).
Field strengths from fixed RF transmitters, as determined by
Radiated RF 3 V/m 3 V/m an electromagnetic site survey, @ should be less than the
IEC61000-4- 80MHz to 80MHz to 2.7 . . b
compliance level in each frequency range.
3 2.7 GHz GHz . _— .
Interference may occur in the vicinity of equipment marked
with the following symbol:
10 V/m
Home ((.)>>
Health l

Note 1 At 80MHz and 800MHz, the higher frequency range applies.
Note 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption
and reflection from structures, objects and people.

a Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile

radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically with accuracy

To assess the electromagnetic environment due to fixed RF transmitters, an electromagnetic site survey should be
considered. If the measured field strength in the location in which the HGN1 is used exceeds the applicable RF compliance
level above, the HGN1 should be observed to verify normal operation. If abnormal performance is observed, additional
measures may be necessary, such as reorienting or relocating the HGN1b

When the frequency range exceeds 150 kHz — 80 MHz, the electric field strength should be not higher than 3 V/m.

¢ The ISM (Industrial, Scientific and Medical) bands between 150 kHz and 80 MHz are 6.765 MHz t06.795MHz; 13.553 MHz
to 13.567 MHz 26.957 MHz to 27.283 MHz, and 40.66 MHz to 40.70 MHz

d The amateur radio bands between 0,15 MHz and 80 MHz are 1,8 MHz to 2,0 MHz, 3,5 MHz to 4,0 MHz, 5,3 MHz to 5,4
MHz, 7 MHz to 7,3 MHz, 10,1 MHz to 10,15 MHz, 14 MHz to 14,2 MHz, 18,07 MHz to 18,17 MHz, 21,0 MHz to 21,4 MHz,
24,89 MHz to 24,99 MHz, 28,0 MHz to 29,7 MHz and 50,0 MHz to 54,0 MHz.

Guidance and manufacturer's declaration - electromagnetic immunity

The HGNT1 is intended for use in an electromagnetic environment in which radiated RF disturbances are

18
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controlled. Portable RF communications equipment should be used no closer than 30cm (12 inches) to

any part of the HGN1. Otherwise, degradation of the performance of this equipment could result.

Immunity test Band 2 Service @ Modulation IEC60601 Compliance
test level level
Proximity fields | 380 - 390 TETRA 400 Pulse 27 V/m 27 V/m
from MHz modulation
RF wireless 18Hz
Communications | 430 — 470 GMRS 460 FM 28 V/m 28 V/m
IEC61000-4-3 MHz FRS 460 +5 kHz
deviation
1 kHz sine
704 - 787 LTE Band13, 17 | Pulse 9V/m 9V/m
MHz modulation
217 Hz
800 - 960 GSM800:900 Pulse 28 V/m 28V/m
MHz TETRA 800 modulation
iDEN 820 18 Hz
CDMA 850
LTE Band 5
1700 - 1990 GSM 1800 Pulse 28 V/m 28V/m
MHz CDMA 1900 modulation
GSM 1900 217 Hz
DECT
LTE Band
1,2,4,25
UMTS
2400 - 2570 Bluetooth Pulse 28V/m 28V/m
MHz WLAN modulation
802.11b/g/n 217 Hz
RFID 2450
LTE Band 7
5100 - 5800 WLAN Pulse 9V/m 9V/m
MHz 802.11a/n modulation
217 Hz

NOTE : If necessary to achieve the IMMUNITY TEST LEVEL, the distance between the transmitting
antenna and the ME EQUIPMENT or ME SYSTEM may be reduced to Tm. The Tm test distance is
permitted by IEC 61000-4-3.

19
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For some services, only the uplink frequences are included.
The carrier shall be modulated using a 50% duty cycle square wave signal.
As an alternative to FM modulation, 50% pulse modulation at 18 Hz may be used because while it

does not represent actual modulation, it would be worst case.

20
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2 Safety and handling problems
2.1 Operating the equipment

PRIMUS is equipment that generates X-ray and measures patient’s spine and the femur
region by motor-driven movement. A caution is needed for safety of patients/users

when motor-driven movement.

A Understand fully how to operate the equipment
- It is not safe for a user/patient to lean against the equipment ARM or touch the moving
equipment when the equipment is on standby or measuring.

- Patients must not stand up when measuring.

- With the power ON, the equipment moves to the initial position automatically; do not
go near the moving ARM when the power is turned ON from OFF.

- When the equipment is ON, press the Emergency Switch for abnormal movement or

noise and contact the applicable agency or our AS team.

- When power is applied to the equipment, check whether the software is installed by

turning on the power LED. If not, contact the manufacturer.
- Check the location of the emergency switch in case of an emergency.

- If the plug is incorrectly connected, check the fuse condition. If the fuse is burnt out,
contact the A/S team.
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2.2 Using the emergency switch

Follow the procedure below when using the emergency switch due to unexpected

situations.

Press the emergency switch when emergency or abnormal movement.

o o

Push the arm in one direction to let the patient come down from the table.
Let the patient come down from the equipment, turn the main switch OFF.
Press the emergency switch again to return to the initial status.

Perform any necessary actions and turn the main switch ON.

-~ o o 0

Check the equipment’'s movement.

Move it to let the patient come down
from the table.

T
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2.3 Stopping the equipment when emergency evacuation
Follow the procedure below for evacuation when fire in the building or natural disasters.

a. Press the emergency switch and push the arm in one direction to evacuate the patient.

b. Turn OFF the main switch or remove the power supply to evacuate the patient

immediately.

2.4 Stopping the equipment when fire

a. Turn OFF the main switch, remove the power supply connected to the equipment

when fire.
b. Let the patient come down from the table to evacuate immediately.

A Poison gas may be released if the equipment is blackened or burnt due to fire.

Please have proper measures/actions against fire established.

2.5 Safety related to the measuring auxiliaries
For safe use of the equipment, use the measuring auxiliaries made by or approved by

OsteoSys.

& The user is fully responsible for measurement errors of the equipment due to

use of unapproved auxiliaries.
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3 Cleaning and maintenance

3.1 Cleaning the equipment

A Warning

Turn the main switch OFF before cleaning.

Remove the AC cable from the power supply.

ACaution

Do not spray any cleaning solution in a spray bottle onto the equipment.

Spray type cleaning solution is likely to damage any electronic devices/parts within

the equipment.

Make sure the cleaning solution does not flow in the equipment.

- Keep the contact part of the patient/equipment clean at all times.

- Clean the equipment cover with a soft cloth smeared with diluted cleaning solution
or light neutral detergent.
Spraying water directly on the equipment or water smeared in may damage the

equipment.

- Do not use solvents or paint removers.
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3.2 Cleaning the monitor

ACaution

Do not use acidic or alkali detergents to clean the monitor.

It may damage the monitor surface.

- To clean the monitor, dust off with a soft brush first or wipe with a soft cloth using

light neutral detergent when necessary.

- Wipe the monitor screen surface with a soft cloth or use a detergent exclusively for

monitor screens.

3.3 Cleaning the keyboard

- Dust off with a soft brush or wipe with a soft cloth using light neutral detergent

when necessary.
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4 PRIMUS product
4.1 About the product

PRIMUS is a medical device for the diagnosis of osteoporosis using Dual X-ray
Absorptiometry (DXA) with high energy and low energy. It calculates the value of bone
mineral density by analyzing images acquired from scanning of spine, femur and forearm
by fan beam technology. Additionally, it analyzes the whole body and regional body

composition including fat mass, lean mass and fat%.

- Type : Whole Body DXA (with total body composition)
- Method : Narrow fast Fan-beam
- Scan method : Rectilinear scan
- Scan site : AP spine (L1-L4)
Femur
Forearm
Totalbody
- Measuring method : One Scan (Simultaneous measuring 3sites

among AP Spine and Dual Femur)
Ergonomic Scan
Rescan

- Measuring information : BMD(g/cm~2), BMC(g), BMI, T-score,
Z-score, Area(cm”?2),
Total body BMD, Total body composition
(Fat(g)/Lean(g)/BMC(g)/Fat(%)/BMD%/
Color coding image trend)
Regional body composition (right/left arm,
right/left leg, femur, Fat and Lean analysis,
android, gynoid) in the unit of % and gram,
HA(Hip Analysis), Orthopedics and Prosthesis Hip,
Orthopedic Knee, Scoliosis, Kyphosis, AFF, Hand,
Study mode(Free regional scan and analysis)

- Reference Data : Total 28 types of standard data
(Middle East, Asian, White, Black, Hispanic, Italian,
Chinese, Australia, Korean, Spain, European,
USA_White, USA_Asian, USA_Hispanic, USA_Black,
NHANES_Asian, NHANES_Black, NHANES_Hispanic,
NHANES_White, Turkey_Asian, Turkey_Black,
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- Target patient group

- Modifying specific site

- Automatic Calibration

- Auto ROI

- Radiation dose

- System interlock

- Multiple output feature

Turkey_Hispanic, Turkey_White, Hongkong,
NHANES(2005-2008)_All, NHANES(2005-
2008)_Mexican, NHANES(2005-2008)_White,
NHANES(2005-2008)_Black)

: 20 — 100 years old., Patient weight capacity 230kg

Asian, Black, Hispanic and White

: A user can add/delete bone and Tissue to reduce
errors in calculating BMD for fracture, implant, and
surgery area.

: Available with Daily calibration phantom

: Automatic ROI(region of interest) classification after
measuring.

: Less than 10mRem per 1 time. (0.005~0.083mGy/h)
(Scan time and X-ray dose value are mentioned on the
patient report)

: DICOM 3.0& PACS, Data compatibility with GE,

DB Back Up / Restore, Archive system for patient data.

: Fat information (VAT /Visceral and subcutaneous

Adipose Tissue ratio calculation), trend output

- Trend report and Comparison function

- Software

: AP spine Measurement and Analysis

Femur M&A

Orthopedics(Prosthesis Hip) M&A

Total Body M&A

Partial Body M&A (regional)

Forearm M&A

Lateral Spine M&A

VFA(LVA, DVA) M&A

Whole Body composition

VAT (Visceral Adipose Tissue/Visceral Fat Ratio)
SAT (Subcutaneous Adipose Tissue/Subcutaneous Fat
Ratio)

Hand M&A

Study M&A

Knee M&A

FIM Study M&A

Dual-energy vertebral Assessment (L4-T4, Lateral and
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AP)

AFF (Atypical Femural Fracture)

Hip Analysis

Scoliosis Analysis

Kyphosis Analysis

Color Mapping

Trend Analysis(BMD, composition, Image)
B-Scope(Body Scope)

FRAX

Ergonomic Scan

Choice of the Zone of interest

Auto ROI

Angle ROI (Manual)

Angle adjustment

Brush function

Edge auto detection

Implant Auto detection

Automatic Real One Scan

Rescan (Automatic positioning and repositioning)
Dual energy image inspection (Low & High)
Compare function

Archive system

Data Back Up & Restore(with GE, DB Back Up/Restore)
Reference Population

DICOM 3.0 capability

Multi language

Skin Entrance Dose indication

® X-ray tube information for Standard Mode

Mode X-ray Tube Voltage X-ray Tube Current Etc.
(kV) (mA)
1 Total body 83 0.38
2 Forearm 83 0.2
3 Spine 83 3.0
4 Femur 83 1.0
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4.2 PRIMUS exterior

Emergency switch.
Carriage.

User operation switch.
Power switch.

Patient table.

o vk w N o=

Carriage front cover.
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PRIMUS

Power '‘ON’ LED

Move 'Right’
Move 'Bottom’
Move ‘Top’
Move ‘Left’
X-ray ON
Shutter OPEN

©® N o vk~ W=

9. Laser pointer LED :

10. Total body
11. LVA

12. Lateral Spine
13. Right Femur
14. Spine

15. Left Forearm
16. Right Femur

17. User mode

18. Left Femur

Emergency switch.

: Green light is ON when the power is applied.

: Direction key to move to the patient's feet.

: Direction key to move to the patient’s head.

: Direction key to move to the patient’s left hand.
: X-ray is being used, yellow LED is ON.

: Yellow LED is ON when the shutter opens.

Red light is ON when the laser pointer is ON.

: Select the patient’s spine. Blue LED is ON.

: Select the patient’s VA. Blue LED is ON.

:Select the patient’s lateral spine. Blue LED is ON.
: Select the patient’s right femur. Blue LED is ON.

: Select the patient’s spine. Blue LED is ON.

: Select the patient’s left forearm. Blue LED is ON.
: Select the patient’s right femur. Blue LED is ON.

: Additional function key

DOC. No. : OT-IFU-PM

: Direction key to move to the patient’s right hand.

(If you select Mode key after clicking Femur/LVA, it changes into

Orthopedic/APVA)

: Select the patient's left femur. Blue LED is ON.
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Main Body
No. product note
1 Main Body(PRIMUS)
Accessory
No. product note
1 Computer
2 LCD Monitor
3 Supporter set
(Foot supporter, Lateral positioner,
Lateral cushion)
4 Daily inspection Phantom
5 User manual
6 Power cable
7 Communication LAN cable
8 Software installation CD

&If the product in the accessory or component list are not included, contact

the manufacturer.
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5 PRIMUS basic installation
5.1 Moving the equipment

- PRIMUS has 4 fixing supports for 4 wheels and 2 support fixtures at the bottom of
the equipment.
- Move the equipment as follows:
a. Turn the main power OFF.
b. Remove AC power connection and PC LAN cable from the equipment.
c. Turn the fixing supports and support fixtures counterclockwise to lift the
supports up from the ground.

d. Push the equipment to move it using the wheels.

A When tilting or moving PRIMUS, the carriage should be protected to

protect the equipment; please contact our AS team or an agency.

& When moving the equipment, unfixed carriage might cause injuries

therefore handle the equipment very carefully.

Note : Check the location of the product power switch.

Main switch.

AC power circuit and
LAN cable circuit.

Main switch location and power supply/LAN cable circuit location.
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v Counterclockwise fixing blockt
a Clockwise fixing bIockl

Fixing and releasing the blocks.
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5.2 Installation of the equipment.

- Installation is done in the reversed order of moving the equipment.

- Installation is done as follows:

a. Open the box packaging, remove the carriage and HFG fixing blocks (red
colored) in the box.

b. Push the equipment to place it in the installation space.

c. Turn the fixing blocks clockwise so that the blocks touch the 4 points on the
ground.

d. Lift both wings of PRIMUS bed and push and fix them to the equipment.

e. Connect the AC power cable and connect LAN cable to the PC.

f. Turn the main power ON.

A Installation and storing of the equipment in an improper location may cause

performance deterioration, damage or abnormal operation.
Examples of improper installation and storing location:

1)Too much humidity.

2)Direct sunlight.

3)Higher temperature than the proper temperature for the product
(10°C~40 °C)

4)Physical impact or vibration that can affect the product.

5)Severe slope.

6)Storage place for chemicals.

7)Near equipment that generates magnetic field.

A When reinstalling the equipment and applying AC power, check before
connecting if the main power is turned OFF. Otherwise it could damage the

equipment.

Install the equipment on a flat/horizontal ground. Otherwise the carriage or HFG may

move towards the slope when the power is OFF.
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5.3 Software installation.

1) PC LANCARD Network IP setting.
- PRIMUS communicates with PC through LAN. Specific IP address should be set on

regular PC for communication.

a. Right-click on Network Setting icon on the wallpaper.

b. Click ‘Properties’.

¢. In 'Properties’ tab, click ‘internet protocol (TCP/IP)' at the bottom and click
‘Properties’.

d. When a window pops up as shown, fill the following in the IP address box and
click OK.

e. Click OK to complete the setting.

Genel

Adiniz destekliyorsa, IP ayarlarinin otomatik olarak atanmasini
sadlayabilirsiniz. Aksi halde, IP ayarlanniz icin ag yéneticnize bagvurmanz
gerekir,

(7) Otomatik olarak bir IP adresi al

IP adresi: 192 . 108 .255 . 1
Alt ag maskesi: 255,255,255 . 0

Varsaylan ad gegidi:

LIS SONOCH Saresim OToMma ok olar gk al
(@) Asadidaki DNS sunucu adreslerini kullan:

Terdh edilen DNS sunucusu:

Diger DNS Sunucusu:

[T cikarken ayarlan dodrula Gelismis. ..

[ Tamam ][ iptal ]

35



User Manual
OsteoSys Co., Ltd.
Model Designation: PRIMUS DOC. No. : OT-IFU-PM

2) Use program installation.

Insert the CD into the PC.
b.  Click "My Computer' icon and right-click the drive where the CD is inserted.
C. Click 'Search’; when the window pops up, find and click 'Setup.exe’.

Setup.exe

<l PRIMUS Setup

"l OsteoSys co,, Ltd,

d.  Wizard will start for PRIMUS installation.

User Account Control X

Do you want to allow this app to make
changes to your device?

-‘l:’ PRIMUS Setup

Verified publisher: Osteasys co. Ltd
File origin: Hard drive on this computer

Yes No

e. Press ‘Next' button.
<, Setup - PRIMUS —

Select Start Menu Folder
Where should Setup place the program's shortouts?

‘J Setup will create the program's shortcuts in the following Start Menu folder.,
———

To continue, dick Next. If you would like to select a different folder, dick Browse.

m Browse...
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f.

If you would like to install an icon on desktop screen, check the box and click

“Next' button.
=, Setup - PRIMUS

Select Additional Tasks
Which additional tasks should be performed?

Select the additional tasks you would like Setup to perform while installing PRIMUS,
then dick Mext.

Additional shortcuts:

Click 'Install’ button to start installation.
=y Setup - PRIMUS

Ready to Install
Setup is now ready to begin installing PRIMUS on your computer,

Click Install to continue with the installation, or dick Back if you want to review or
change any settings.

Start Menu folder:
Osteosys

Additional tasks:
Additional shortcuts:
Create a desktop shortout

< Back Install Cancel
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h.  PRIMUS Program installation is completed.
A, Setup - PRIMUS _

Completing the PRIMUS Setup
Wizard

To complete the installation of PRIMUS, Setup must restart
your computer. Would you like to restart now?

(®)ies, restart the computer now:

(DM, T will restart the computer later

A For the normal execution of the program, be sure to reboot the computer.

i. After rebooting, press {Win Key+R} to enter [%appdata%] in the window, followed

by pressing the enter key.
j. Make sure that PRIMUS folder is created in Application Data folder.
k. Move to PRIMUS folder, and check whether Calibration Files folder, Bin folder and

Config.xml file were copied.
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6 Using PRIMUS Program
6.1 Starting the program.
- Turn ON the equipment and click PRIMUS icon to start the user program. Power
LED of the user operation switch will be ON and ARM will move to the initial
position if it is not already in the initial position. Perform configuration at the

beginning of installation and daily inspection everyday.

PRIMUS

The Evolution of X-ray Absorptiomatry

e Configuration

Daily Test Database

Measurement

-
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6.2 User program configuration.
- Configuration is required one time after installation.
- Perform configuration for using the equipment in the user program.

- Check or select the check boxes according to the description of each item.

1) Settings tab.

Setting  Advance Setting Reference Hospital Comment DICOM Report View  Card Reader Measure Sarcopenia
Patient ID Mask

(A - alphabet, 9: number , # both | - : separator)
O | AAAAARAA-AAAAAA

Default Settings

Gender (® Femnale O Male
Menopause @ Mo Oves
Height Unit @ cm O feet
Weight Unit @®kg Olbs
Ethnicity KOREAN ~| | FRAX Questicnnalre Print
FRAX Ethnicity South Korea ~
Print Preview Use Print Preview
Only Doctor The only one doctor use this pregram
Interval of Daily Test 1 Day(s)
ToclTip @on Qoff
Name [ The name form is divided inte last and first name
Hospitalization info Oon ® off
Language
English ~ | *Program must be restarted.

a. Patient ID Mask
® Consecutive number: ID number is given starting from1, as a serial number.
® User setting box: Type A (You can type A-Z- Cannot type other characters)
Type 9 (You can type 0-9 — Cannot type other than numbers)
Type # (You can type alphabet characters and numbers together,
no limit on digits)
® Designated ID Type
* AAAAAAAA — AAAAAAAA
* 999999 - 9999999
* AR — A
* A#IA#IA#IA#I
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A When you need to type 8AD123 for ID

" OAAQQ9 ' or' #HHHH ‘Or HAHHHIHHIH

You can use # without any limit on digits.

» When using a designated ID type, it should be the same as the type to

register examinee’s ID.

b. Default Settings

Gender : It selects basic setting for patients’ gender.

Menopause: It selects basic setting for menopause of female patients.

Height Unit : It selects basic setting for height unit.

Weight Unit : It selects basic setting for weight unit.

Ethnicity : It selects basic setting for patients’ ethnicity.

FRAX Ethnicity : It selects basic setting for FRAX ethnicity.

Print Preview: Basic setting for print preview

Only Doctor : Select this if one user uses the equipment and it won't request
PW when starting the program.

Interval of Daily Test : Select daily test cycle.

Tool tip : You can choose whether to have a small window for explanation of
each function.

Hospitalization info : You can enter information about hospitalization.

¢. lLanguage

Various languages are available and the change will apply when restarting the
program. Check available languages by selecting the combo boxes.

(The change will apply only after restarting the program.)

2) Advanced setting

- Set a path to store the result image.

- Set a file path for backup.
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a. Path for Image Files.
® Set a path to store the result image.
Press file path button to select a folder in a path to be stored, and then click

to confirm.

COM Report  'wlew Card Reader  Meature

Seiting  Advance Sething  Reference Motpital Comment D400
i i
wERn e File Path
Back up File 7
iR Fils Pty
Emad Saree Pas
. bTLB
CreFRINUS_CAimage Fils Fath
2 m Lbrares A il
‘}. San
il Oralivivg
sl Saring w [ Theg P
Tt SuTeri
o Sl g B
¥t 5 . il Dl {5
WO B Drvee
i Ve o BER B LA
2 i Canoel
......... T
s Ciend

b. Backup File Path.
® Select a path of backup file.

Press file path button to select a folder in a path to be stored, and then click

to confirm.
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Getting Achvancs Se Eefdeence Hoopital Comment DI0OM Report View  Cord Resder  Mesure
gt Fle Fath
ORERMILE, g | File Path
Back up File e
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s, irnge Path
D SPEINIUS,_Cimage ry Lirared A | | File Path
i »u=
o, Crrros
Cpmona Samng w [l The PC
: Caenuresris
Ergasnaimis A
5 o5y
| Laat Scan M o Lo Dk ()
| OO A D (B
| MURTLTE e o 8%
. - Shg R
[t bt ignces =
2
U Beniman, Mame
o Cincel

c. Optional Setting

Setting Advance Sewing Reference Hospital Comment DICOM Report View  Card Reader Measurs Sarcopenia
Image File Path

[D#eRIMUS Jmg | [ Fepath

Back up File Path

[oweRMUS App | | Fitepan
QA Image Path
‘Dw:RlMUS,QAlmags ‘ File Path

Image Resolution
AP Spine v Image Resolution Selection OM/OFF

OLR O Default @ HR2 O HRA OHRE

Optional Setting
Ergonomic Scan @) Mo O ves

Dose Mode 7] Use patient last dose mode
[l Warn when different from last scan mode.
Image Mode [ Use patient last image mode (Resclution, File & Algerithm)

[ Air check ignare ] Remove Region [ Use Viewimage Export

Usze Business Mame se Operator

oK Cancel

® Ergonomic Scan : It selects whether you would like to use ergonomic scan..
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Last Scan Mode : Use patient last scan mode.

Measure Version : Use patient last measure version

Air check ignore : The measurement continues even if there is no object
Remove Region : Sets the T-Score notation change when removing a region.
Use Business Name : Use patient's company name. You can check the company
name in the Report.

Use Operator : Use operator. You can check the operator in the PatientList and
the Report.

Use Viewlmage Export : You can save the View Image selected in the Analysis

tab as an image file.

3) Reference

- Set a value of graph to be drawn on analysis screen.

a. Reference Setting

® AP Spine : Select a standard graph to be used for AP Spine analysis result.
® lateral Spine : Select a standard graph to be used for Lateral Spine analysis
result.
Femur : Select a standard graph to be used for Femur analysis result.
Forearm : Select a standard graph to be used for Forearm analysis result.
Configuration

Setting Advance Setting Reference Hospital Comment DICOM Report

Reference Setting

AP Spine Lateral Spine Femur Forearm

ou oL OL2-13 oL ®L2-13 (®) Neck () Radius UD
oL [@IREE] OL2-14 oL JLe-14 () Wards () Radius 33%
(@] E] ®L1-L4 OL3-14 [@]F:! OL3-14 (O Troch (®) Radius Total
OLs O Total
[] Detail Male Reference ON/CFF Reference BMD % OMN/OFF

A Detail Male Reference ON/Off

- It shows Male Reference graph into 3 (off) or 5 (on) grades.

& Reference BMD % ON/Off
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- It shows T-Score & Z-Score % value.

4) Hospital
- Fill in the hospital information.

- Hospital information appears on top in the patient report.

Configuration

Setting Advance Setting Hospital Comment DICOM  Report

Hospital Informaticn

Hospital Name

Hospital Mame2 |

Hospital Address

Hospital Telephone | |

* This information is for the report printing.

a. Hospital information

® Hospital Name : Fill in the hospital name.

® Hospital Name2 : Fill in the sub name of hospital.
® Hospital Address : Fill in the hospital address.
[ ]

Hospital Telephone : Fill in the hospital telephone number.
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5) Comment

Setting | Advance Selting Relerence Mospitsl COMMENt DICOM Report View  Card Reader Measiee Sarcopenis
(W hond

O Autz Comment
Tr

4 i

() Quick Commert

a. Auto Comment

- It sets up automatic comments appropriate for BMD value.

e T2>-10 : Automatic comments for normal group
® -10>T>-25 : Automatic comments for osteopenia group

® T <-25 : Automatic comments for osteoporosis group

b. Quick Comment
- Itis a function to add a preset phase to study comment
- Quick comment appears only when the auto comment setting on the Report tab

is turned off.

46



User Manual
OsteoSys Co., Ltd.
Model Designation: PRIMUS DOC. No. : OT-IFU-PM

6) DICOM
- It sets up the information of Storage Server and Worklist Server

a. Storage Server
® |t sets up the information of PACS (IP, Port, and ATitle)

b. Worklist Server
® |t sets up the information of Worklist Server(IP, Port, ATitle)

c. Query
® |t sets up a basic modality and period

d. Option
® |t sets up the window of selecting Doctor for DICOM
® |t selects Report Type and Simple Type for PACS transmission

e. JPG File Path
® You can save PCAS image with JPG file into the path that you set for PACS

transmission

7) Report
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Sefting Advance Setting Reference Hospital Comment DICOM  Report view

[ Use Menopause Comment Page | partjal +
Default Report

Company, Device Info. @ Logo (O Text

Renewal Report

@) Original Form

[ Display T-Score

Custom Form
[ Display Lean+BMC ©

Default Report Font Scale

Title Hospital Name Hospital Address  Tab Subject Info Data

Card Reader Measure Sarcopenia

Report Type Totalbody Result Type
(O Default Type @) List Type ® Default (@]
Hospital Mame
(@ One Line Mode (O Twa Line Mode
Commeon Settings
Cuse logo Logo Path Right Use Lago Ratio
Subtitle ® None O Defalt (O Custom
Use Over(or Under) tag Hospital Name || est «| DXAlogo LeftTop

[ Use Referring Physician

Result Data

Foot Note

Renewal & PACS Report Font Scale
Title Data Hospital Name  Hospital Address

Cancel

Apply

® Use LOGO : Set to show/not to show the hospital logo image file in the report.

To add the logo, type the path of the logo image file in the Path box. The set

file path is displayed on the box, left of the button.

&«

2]

=

Organize

; Downloads

<% Open

v A4 &l » ThisPC » Pictures

MNew folder

s Quick access

Documents E

Pictures

Carnera Roll Feedback

f@ OneDrive

[ This PC

Documents
05(C)
Local Disk (D)

Saved Pictures Screenshots

v

File name: | 20141208_lego_B.BMP

X
w | O Search Pictures §=l
= + [H o
~
-
= 'lh
IS
iCloud PACS
OSt'E_OSVS
Wallpaper 20141208 _logo_B.
EMP v
v| Bitrmaps(*.bmp) ~
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Adding the logo

Logo format: better products for better life
- Logo file format: *.bmp file OSteOSyS
www.osteosys.com

- File size (recommended) : 390 * 140 (pixel)

- Saving the logo
Create a file and save it in [C:WProgram Files#Osteosys#PRIMUSH#Resource ] folder. You

can save it in a folder you want.

Example: (C:WProgram Files# OsteosysWPRIMUSWResource #OsteoSys.omp

8) View

Configuration

Setting Advance Setting Reference Hospital Comment DICOM Report View  Card Reader Measure Sarcopenia

Image Mode Osteosys ~
Thickness
View ROI I

Print ROI I

[ Global View Mode [ Radiation Dose View

o

- It sets up image mode, color and ROI thickness.
- Image mode : Osteosys, GE, Hologic, Bone Black, Bone White
- Global View Mode : It shows the area specified as global ROl in the image.
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Configuration

Sefting Advance Setting Reference Hospital Comment DICOM Report ViEw  Card Reader Measure

Image Mode v
Thickness

View ROI I

Frint ROI I

[16Global View Mode

Color

BoneEdge

RCI ROI Text

ROI Print _ ROI Print Text _

In case of BONE White and BONE Black, It is possible to select color of bone
edge, ROI, ROI Text, ROI Print and ROI Print Text.
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9) Card Reader

Setting  Advance Setting  Refersnce Hospital Comment DICOM Repoet View  Cord Reader Measure Sarcopenis

Card Reader Mode Oion @

Fatien’ ectary Path LiProgram Files (xBGROte0sswPRIMUS WPt

iy Path | CWProgram Fies (<B51WOsleaSys WPTIMUS WIS |

File rame2 N

Cancel Apgly
- Itis to receive patient information through a card reader and perform
registration, modification, and deletion automatically. This transfers the

measured result data to the system according to the specified format.

a. Card Reader Mode On/Off
b. Setting patient information file directory
® |t sets up patient information file directory like Patient.ini file.
® Default Value : " C:#Program Files#OsteoSysWPRIMUSWPatientInputDir"

c. Setting patient analysis file directory
® |t sets up patient analysis file directory.
® Default Value : "C:WProgram FilesWOsteoSysWPRIMUSWMeasureResultDir"

d. Setting patient analysis file name
® |t sets up patient analysis file name.
® Type : None, ID, Name, BirthDate, Gender
® Default Value : FileName1 - PatientID, FileName2 - PatientName
® EX) FileNamel1 = ID, FileName2 = Name
file name : #ID_#NAME_#SITE.ini or #ID_#NAME_#SITE.txt
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e. Setting patient analysis file format
® |t sets up patient analysis file format.
® Value : "INI" -> INI file, "TEXT" -> TEXT file
® Default Value : "INI" -> INI file is default value.
® EX) #ID_#NAME.ini

f.  Setting patient analysis image file name
® |t sets up patient analysis image file name.
® Type : None, ID, Name, BirthDate, Gender
® Default Value : ImageName1 - PatientID, ImageName2 - PatientName
® For the Report, the file name is set to the name of the report type selected.
EX) Card Reader Report - Renewal Type Detail Report
File name : #ID_#NAME_#SITE_Renewal_Detail.jpg

g. Setting patient analysis image file format
® |t sets up patient analysis image file format.
® Value : "Graph" -> Graph bmp file, "Report" -> Report - jpg file
® Default Value : "Graph" -> Graph bmp file
® EX) #ID_#NAME.bmp
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10) Measure

W Card Resder  Measure  Sarcopents

Cancel Apgly
- It sets up measurement.

o

Setting After Measure

® Analyze when measurement done

b. Position Setting
® Measurement Laser Position : Except Study, Animal and FIM Study sites,
Select Default and Center Bottom mode.
® Study, Animal, FIM Study Position : Select Right Bottom, Center and Center
Bottom mode. Default Position is Right Bottom.

c.  Animal Setting
® Show Animal First When Adding a Patient

d. Stop Configuration
® Stop Button As Soft Emergency Stop Button

o

X-ray Setting
® Make beep sound when using X-ray
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6.3 Doctor registration.

- PRIMUS user program sets PW for each doctor to report on patients if it is used
by many doctors.
If it is used by one doctor, refer to ‘Doctor’ in Configuration. If

[Paged4b. doctor] item is checked/set, doctor selection window won’t appear.

a. Doctor Selection menu

® Select: When used by many doctors, select a doctor and click ‘Select’.

® New : Use it to add a new doctor.

® Modify: Use it to modify doctor information.

® Delete: It deletes all information on the selected doctor:

patient data will be kept in database.

® Cancel: Use it to exit Doctor Selection menu.
b. Doctor select

® Select a doctor then click ‘Select’ button or double-click after selecting a doctor.
c. Typing Password

® When Password window pops up, type in password and click OK.

Doctor Selection Doctor Selection

Name Department Select ) Department
Demo Osteosys Ew Password
DT 1
Copy W
JYH 5w
"

& If you forgot your Password,

Contact our AS center to protect your personal information.

Do not share your password with others.
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6.4 Daily inspection.

PRIMUS requires daily inspection in accordance with preset inspection interval for

accurate measurement.

Daily Test is required.

e

& Daily inspection is required based on the set inspection cycle; when the
program requests daily inspection, the inspection should be done, otherwise

measuring function will not be available.

A If daily inspection cycle is set to every 3 days, checking daily equipment status
is not available which may affect BMD; it is recommended to set the cycle every day.

&Do not put any object on the bed except the daily inspection phantom when

daily inspection.

&If the daily inspection fails, contact the manufacturer for re-calibration.

a. Click 'Daily Test, the second icon from the top of the User program main screen.
b. Tendency graph will be displayed at the right top, which shows the result of
daily inspections (BMD). An indicator lamp will be at the right bottom, which

shows the communication connection status.

° -: Communication between the equipment and PC is on standby.

° E : Communication between the equipment and PC is in progress.
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Daify Test Stop

“n
T DaiyTest Start

Daily Test Stop |

d. If the system is normal, the equipment carriage will move to where daily

phantom will be placed.
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Dty Tost Start

(% vanTestsee )

e. After the equipment carriage is located where daily phantom is placed, laser

pointer will be put on.

& Do not stare directly at the laser pointer because it may damage your eyes

if staring at it directly.

f.  To continue daily inspection, place the phantom in designated place in

reference to the following description.
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® When a user stands facing the control switch, place the white section of

phantom to be seen on front, under the carriage of equipment (Figure A).

Figure A.

® By changing the location of phantom, align the cross-shaped laser pointer

with the cross symbol that is engraved on the top of phantom. (Figure B).
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Figure B.

g. Click the confirmation button on the bottom of phantom location guide image
(which is displayed on user program), to continue daily inspection. If you would
like to cancel daily inspection, click cancel button. After cancelling, the
equipment will move back to initial position.

h. After that, all the items will be automatically carried out.

i.  After daily inspection is complete, the carriage of equipment will move back to

its initial position.

A During daily inspection, it will be automatically carried out until daily inspection

on equipment is complete. When approaching near the equipment in operation, pay

a close attention to safety because it may cause injury.
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6.5 Measuring.
Click 'Measurement’ in the main screen for measuring.
Measuring will be done in the following order: 1. Patient information registration -> 2.

Patient location setting -> 3. Measuring -> 4. Analysis

NOTE : Proceed with the measurement by referring to the IFU measurement method

6.5.1 Patients’ personal information registration.
- Fill in patients’ personal information. Measuring mode varies depending on
personal data therefore fill in correct information.

- Doctor Selection: Select a doctor to find applicable patients.

- Add : Register patients.

- Search : Search patients in the list that meet the requirements.
- Modify : Modify the selected patient's personal data.

- Delete . Delete all data of the selected patient.

- Worklist : Output patient information from Worklist server.

- To close the pop-up window, press [X] in the top right.

x

[ 28  Doctor Selection

Add

Delete

f‘ ' Worklist )

a. In the user program, Main>click Measurement.
b. Click on the patient list menu and when the submenu window pops up, click
‘Add’ to register a new patient.
B Patient New : Fill in the information when the window pops up.
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Doctor Name
Patient ID
ID Check
Name

Birth data
Gender
Ethnicity
Height
Weight
Menopause
Memo
FRAX

prediction.

: It displays the name of the doctor currently selected.
: Fill in the chart number of the patient ID.

: Check if there are same chart numbers or IDs.
: Fill in patient’s name.

: Fill in patient’s DOB.

: Select patient’s gender.

: Select patient’s ethnicity.

: Fill in patient’s height. (unit: cm, feet)

: Fill in patient’s weight. (unit: kg, 1bs)

: Select ‘'menopause’ status if female patients.

: Fill in comments on patient’s status.

: Enter the value of patient’s risk factors for fracture risk

& Check patient's registration status by pressing ‘Double-check ID" button in
the patient registration window. However, in Configuration > Settings > Default
Setting, if patient’s MaskID is in serial number, Double-check ID or Edit ID window

won't be available.

NOTE !

correctly.

T-scores may vary if patient information is not entered correctly. Please enter
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c. When complete, click ‘OK.

Osteosys

526 |
v
o

KOREAN

(€]
(€]

©)
©) @

|
©)

|
|

("X Cancel :‘J

d. Hospitalization Information registration
A. It can be used by activating "Hospitalization Info" as Yes in the environment
setting.
B. It is used when it is necessary to enter hospitalization info.
C. You can enter the following.
i. Outpatient ID
ii. Inpatient ID
iii. Application Department
iv. Bed ID

D. In the user program, Main>click Hospitalization info.

= &

("% cancel '_fu
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6.5.2 Modifying patients’ personal information.

To modify patient's personal information, select a patient, click the patient list menu
to open the submenu window then click ‘Modify".

R
23 O O
@

@)
188.0 @ @
105.0 @ @

( R Cancel

6.5.3 Deleting patient data and personal information

To delete patient data and personal information, select the patient, click the patient

list menu; when the menu window pops up, click ‘Delete’.

A Data deleted by the user cannot be restored and OsteoSys is not responsible
for data loss due to user’s negligence.

6.5.4 Searching patient data

You can search patients by their DOBs, names or IDs from the patient list when
needed and you can create patient lists by your search criteria.
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6.5.5 Measuring bone density

a. When patient information is filled for measuring bone density, double-click the
patient from the list or click 'Measurement’ in the left with the patient selected

to show Measurement window.

Measurement ::'_-' & Age - BE]

PatmatLnt | .
F==
BT

dnabn

[T

| B

Measurement screen buttons

A. Positioning: e
After site selection, to keep the measuring
equipment stable, warm up the equipment and
move the basic position as the user designated.
Turn ON the laser pointer in the equipment
operation panel and Show the manual
measurement window on right top.

B. Measure Start: Rescan
In the equipment operation panel, set all scan

sites before starting measuring.

C. Rescan:
After starting measuring, if the scan site is not set correctly, press the
button to reset the site and measure again.

D. Stop:

It stops the equipment.
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b. Available Scan type: APSpine / Left Femur(AFF) / Right Femur(AFF) / Left
Forearm(GDP and Hand) / Right Forearm(Hand) / Total Body / LVA / APVA /
Lateral Spine / Left Orthopedic(Prosthesis Hip) / Right Orthopedic(Prosthesis
Hip) / Knee / Study(FIM Study) / Animal / One Scan(Multi Scan)

A One Scan feature is not available for Forearm / Total body / LVA / Lateral Spine.

& What is One Scan (Multi Scan)?
Unlike the existing method for measurement of 2 or more sites separately

(Equipment setting=>»Setting location=»measuring one site =»Analysis=>

Equipment setting=>Setting location=»measuring other sites=»Analysis=

Complete)),'One Scan (Multi Scan)' is done by these steps Equipment setting=>
Setting location=»setting location for the second site=» measuring the first site

=>Measuring second site »Analysis=»Complete, which reduce patients’

waiting time and promote convenient use of the equipment.
To use the one scan (Multi Scan), Please refer to section at next page.

[How to set up One Scan (Multi Scan)].

& What is AFF?

AFF is the abbreviation for Atypical Femoral Fractures. AFF function predicts and

analyzes irregular fracture in the shaft.
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A In case of AFF,

Scan area of AFF is same as Left Femur or Right Femur.

At the measurement screen after press “Positioning” button, you select Left Femur or
Right Femur on site selection. The scanner move the basic position as the user
designated. The manual measurement screen pops up on right top.

Then, click "AFF”, set scan area and mode.

When set up is completed, press “Measure start” button.

c. Fast Mode is applicable for Spine / Left Femur / Right Femur, total three area

Other than these areas, Fast mode is not applicable.

& What is Fast Mode?

Fast Mode is the function which can complete scanning quickly than normal scan for

the measurement of Spine and Femur (Left, Right). Resolution of image can be different.

Measurement is completed within 15 seconds with Fast Mode.

A In case of Orthopedics,

Select Femur button and select Femur again, then it will change from Femur to

Orthopedics.

Ex> Left Femur -> Left Orthopedics ->cancel
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& In case of APVA

Select VA button and select VA again, then it will change from VA to APVA
Ex> VA -> APVA ->cancel

& What is GDP?

GDP refers to the prediction of growth that predicts height of the children when he or

she grows up by using bone density

A In case of GDP

It can be applied for the patient who is younger than 20 years old.

At the measurement screen after press “Positioning” button, you select Left Forearm on
site selection. The scanner move the basic position as the user designated. The manual
measurement screen pops up on right top.
Then, click "GDP”, set scan area and mode.

When set up is completed, press “Measure start” button.
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& What is FIM Study?

FIM is the abbreviation for Fat in Muscle Study which measures fat in muscle. FIM Study
applies LScope, BScope, VAT function of PRIMUS for analysis. You can quantitatively

analyze the area, volume, and mass of fat in muscle.

& In case of FIM Study,

[t measure the limb area.

At the measurement screen after press “Positioning” button, you select Left Forearm on
site selection. The scanner move the basic position as the user designated. The manual
measurement screen pops up on right top.

Then, click "FIM Study”, set scan area and mode.

When set up is completed, press "Measure start” button.
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d. Predict the measuring site by referring to the images.

——

e. Lay the patient on the equipment and fix the measuring supports according
to the site to be scanned.

Refer to the figure below and position the subject so that there is no object

in the area.
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Measurement (&) 180711_[P] BFP( Age : 62)

Patient List )
Measurement |

Analysis )

f.  Press 'Positioning’ in ‘Measurement’ window.

i. The site selection screen appears.

Error

“Mmbe an oject on this position. Remove oject

retry.

Positioning

Measure Start

Rnscan

Shop

A When positioning, make sure patient’s hands or feet not to touch the scanner

since the scanner position can move from the bottom to upwards.

ii. Check for any danger of patient injury by the equipment and click

"OK". Automatic move to the designated location according to the

selected sites to be measured.

P - o
pm
I

* 1-click / 2-click

1: Total Body / Infant
TB

4: Right Forearm
(Right Hand)

7: Right Femur / Right
Orthopedic & Hip

— 3: Lateral Spine
[— 5: AP Spine

6: Left Forearm
(Left Hand)
— 8: Knee / Study

9: Left Femur / Left
Orthopedic & Hip

1. Click on the site to which you want to move for measuring.

In case of One scan, click all site which you want to move for

measuring
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Selection

2. Click the selected site again to cancel the selection.

Selection

Right
Forearm

3. Select the site for scanning to which you want to move and
click OK to move to the designated site according to the

selected site for scanning.
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& Positioning feature enables the operator to move the equipment as close as
possible to the site to be measured. Therefore you should select the site to be measured

on the operation panel.

initial position.

& When measuring the whole body, make sure to select Total Body to move to its

Vi.

Once it moved to Default position, the laser pointer is ON and the
laser pointer LED of the user operation switch is ON. Manual
Measurement screen appears on right top in Measurement screen.
Set up measurement info of scan site in Manual Measurement.
(Please refer to p80 for setting the Manual measurement window.)
Press Top/Bottom/Left/Right key in the user operation switch to
control and move the arm to a proper location to select patient’
APSpine / Left Femur(AFF) / Right Femur(AFF) / Left Forearm(GDP and
Hand) / Right Forearm(Hand) / Total Body / LVA / APVA / Lateral Spine
/ Left Orthopedic(Prosthesis Hip) / Right Orthopedic(Prosthesis Hip) /
Knee / Study / Animal. Press the switch in the user operation panel
and press ‘Select’ for the applicable site.

Once ‘Select’ key pressed, the applicable coordinate is saved within
the equipment; when you want to use One Scan feature, move and
set (again) the equipment to difference sites. Once the coordinate of
each site is set, LED(green) is turned ON and the selected sites appear

in the user program as shown here.
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Measurement (&) 180711 [P} BFF(Age - 52)

T— M‘.I! D

Analysis :'

Thing 8 - 15 cm)

300 mA Standard( 15- 23cm )

Thick({ > 23em )

1l Fast Moce

Positosing
{F meossre start )

Rescan

vii. If it is out of measurement section, a message of “out of measurement
section” will pop up. Then selected measurement section will be

unselected with a buzzer signal

Error

Scan Area Over
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A How to Set Up Manual measurement
After press "Positioning" button and select scan site, it will show a manual measurement

window at right top.
Image Size : Size of scan Area (The size of the Width is adjusted to a multiple of four.)

Mode : Select it based on the thickness of patient body.
- Very Thin : When Thickness is below 8 cm
- Thin : When thickness is between 8 ~ 15 cm
- Standard : When thickness is between 15 ~ 23 cm
- Thick : When thickness is over 23cm
If you use last scan mode in configuration,
mode is selected as to be that of the last scan.

If you check Auto Mode Check, Mode is automatic.
Invert : If it is hard to change the direction or position of object, you can use ‘Invert

e

Estimated Time : 00:26

Scan’ for measuring.

Length {cm) 16.0
Width (cm) 16.0

Thin( 8 - 15 cm)
Standard( 15-23¢cm )
Thick( =23 cm)

+ Auto Mode Check
Fast Mode

74



User Manual
OsteoSys Co., Ltd.
Model Designation: PRIMUS DOC. No. : OT-IFU-PM

A How to Set Up One Scan (Multi Scan)

i. Press the "Positioning” button in the "Measurement" window.

ii. After click all scan sites and click "OK" button, Scanner move to default position.
iii. Set up measurement info in Manual measurement screen.

iv. After the carriage moves to the selected location, adjust the laser pointer to
the start position of the first measurement area using arrow keys on User Operation
Panel. Then select the measurement area on User Operation Panel.

V. Right after the selection, move the laser pointer to the second measurement
start position using arrow keys and select the second measurement area.

Vi, Then return to the computer window screen, click “Measure Start” button.

For example, [Spine measurement -> Left Femur measurements]

[Select the measurement window Spine] -> [Spine measurement position adjustment
by using the user operation switches] -> [Spine user selection of the operation switch]
-> [Left Femur measurement position adjustment by using the user operation switches]

-> [User Left Femur selection switch operation] -> [Start measurement select the

measurement window]
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g. Positioning of Spine
Lay the examinee on the bed =
with supine position, with the
head facing to the top. Adjust
the posture to put the spine in
parallel with the vertical direction
of bed. To secure horizontal
placement of lumbar, place an

aid panel under knees for

adjustment.
After examinee's positioning is complete, select the initial position to be Spine
to move carriage. By using a move button on control switch, move the laser
pointer to examinee’s naval area (L3~L4) when Measurement Laser Pointing is
Default setting in Measure configuration. In case of Center Bottom, Place the
laser pointer at the center of the pelvis. After movement is complete, press
the spine button on control switch to determine a section to measure. Then

press measurement start button on user screen.

&When scanning Spine, set the laser pointer at the initial position of
measurement. (Default, Center Bottom)

Center Bottom >+ < Default

On the Configuration-Measure tab, you can set position setting.
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h. Positioning of Femur
Lay the examinee on the bed with supine position, with the head facing to
the top. Use an aid tool to place the neck of femur to be in parallel with bed
surface. As shown in the figure below, fix the foot by adducting it by using a
Velcro that is attached to aid tool.
Once the examinee's position adjustment is complete, select the initial
position to be either Left femur or Right femur to move the carriage by using
a move button on control switch, move the laser pointer to examinee's iliac
crest when Measurement Laser Pointing is Default setting in Measure
configuration. In case of Center Bottom, place the laser pointer at the thigh.
After movement is complete, press the spine button on control switch to

determine a section to measure. Then press measurement start button on

user screen.

A When scanning Femur, set the laser pointer at the initial position of

measurement. (Default, Center Bottom)

Center Bottom +

Default

On the Configuration-Measure tab, you can set position setting.
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i. Positioning of AFF
Lay the patient on the bed with supine position, with the head facing to the
top.
When positioning of patient is completed, by using switch button of
operation panel, set the laser pointer at the scan area and move it. After

movement is completed, press measurement start button on user screen and

start measurement.

N

&When scanning AFF, set the laser pointer at the initial position of

measurement. (Default, Center Bottom)

Center Bottom

+
+ 4 Default

On the Configuration-Measure tab, you can set position setting.
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j. Positioning of Forearm
A. Preparation before measurement (Measure Forearm Length)
Measure the forearm length from the ulnar styloid process to the elbow
using a ruler. Place your elbows on the floor vertically. Measure the length
from the floor to the ulnar styloid process using a ruler. Defines this length

as Forearm Length.

Ulna Styloid Process

B. Positioning
Measure the non-dominant forearm of the arm that you usually use.
Position the subject in the chair next to the equipment, bend the upper
body slightly forward, and place your arms on the bed. position the forearm
sufficiently into the measuring area and bend the elbow to form 90 degrees.
Move your fist in the Bottom direction for the right arm and your left arm
in the Top direction. Make sure that the forearm direction is parallel to the
long direction of the bed. Select Forearm to the initial position to move
the carriage of the equipment. Position the laser so that it is centered on
the wrist adjacent to the ulna styloid. The entire ulna styloid process must
be visible. Select Forearm on the operating switch and press the Start

Measurement button in the user program to start the measurement.
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C. Check the correct measured image.
i. The hapac bone is straight in the center.
ii. Completely located in the center of the image.

iii. The ulnar styloid process must be located near the top of the image.
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k. Positioning for Hand(GDP)
Positioning for Hand is same as measuring Forearm. But do not make a
closed hand and spread the patient’s hand. Then please place the laser
pointer onto the tip of the middle finger (In case of GDP function, it is
applied only for Left Forearm).The direction of Forearm should be parallel to
that of major axis of the bed.
Then select Left Forearm on the OP and click Start button on the software.
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. Lateral Spine and Positioning of LVA
Place aid tools for lateral measurement at the inside guide of equipment as
shown in Figure below. Lay the examinee on the bed with lateral position,
with the head facing to the top. Place a sponge of aid tool at the waist of
examinee. Put the upper section of aid tool tightly close to the back, so that
the spine is in parallel with the bed surface. Bend knees to face forward. Fold
the arms to place them under head. If necessary, insert an aid tool made of
sponge between the knees.
After examinee's positioning is complete, select the initial position as either
LVA or Lateral BMD to move the carriage. By using a moving button on
control switch, move laser pointer to the top center of iliac crest. Once the
movement is complete, press either Lateral spine or LVA button on control

switch, to determine a section to measure. Then press a start button for

measurement on measurement screen.
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A When scanning LVA, set the laser pointer at the initial position of

measurement.
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m. Positioning of APVA
Lay the patient on the bed with supine position, with the head facing to the
top. Adjust the posture to put the spine in parallel with the vertical direction
of bed. To secure horizontal placement of lumbar, place an aid panel under
knees for adjustment.
After positioning of patient is completed, set the initial areas as APVA and
move carriage. By using operation panel switch move button, set the laser
pointer in the middle of both sides of iliac crest. When moving is completed,

select "Mode” in the operation panel switch, press VA button (APVA setting)

and decide desired scan area and start measurement on the user screen.

A When scanning APVA, set the laser pointer at the initial position of

measurement.
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n. Positioning of Total Body
Lay the examinee on the bed with supine position, with the head facing to
the top. Place the tip of head 2-3cm away from the top of measurable
section. Adjust the sagittal line of body center to be in parallel with the
longitudinal direction of scan area. Then put the arms close to body, so that
the arms will not move out of scan area.
After positioning is complete, select the initial position to be Total Body, to
move the carriage. In Total Body, it is not necessary to adjust laser pointer by
using control switch. Once the movement is complete, press Total body
button to determine a section to measure. Then press measurement start

button on measurement screen

<Adult Position>

A When scanning TotalBody, set the laser pointer at the initial position of

measurement ( Adult )
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0. Study/FIM Study Positioning
Please carefully lay the patient on the bed and beware that the head has to
be put toward to the top.
(If you use ‘Invert Scan’ mode, please put the head the opposite).
After selecting the measuring site, please move the laser pointer to the exact

measuring position. Then please press ‘Measure start’ on the screen.

& Please put the laser pointer as shown below for setting the right position.
( Study: Right Bottom[Default Position], Center, Center Bottom )

Center

Center Bottom

Right Bottom

Center Bottom

Default

On the Configuration-Measure tab, you can set position setting.
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p. Animal Positioning
Please carefully lay the animal on the bed and beware that the head has to
be put toward to the top.
(If you use ‘Invert Scan’ mode, please put the head the opposite).
After selecting the measuring site, please move the laser pointer to the exact

measuring position. Then please press ‘Measure start’ on the screen.

A 8 s : g ; . 1
|

<Sheep Carcase(Prone) Position> <Sheep Carcase(Side) Position>
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A Please put the laser pointer as shown below for setting the right position.
(Animal, Sheep Cut : Right Bottom[Default Position], Center, Center Bottom )

Center

v
+

Center Bottom

Right Bottom

On the Configuration-Measure tab, you can set position setting.
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g. Positioning of Orthopedics and Prosthesis Hip
Lay the patient on the bed with supine position, with the head facing to the.
Set the toe of patient to the top direction with number 11 stretched shape as
you can in the below picture
After finishing adjustment of positioning, set up Left Orthopedics (select Left
Femur and select again) or set up Right Orthopedics (select Right Femur and
select again) and move carriage. Using switch button on the panel set the
laser pointer and move it. After completing movement, select mode in the
operation panel and press femur button (set as “Orthopedic) and decide scan

area and press measure start button in the user screen.

s

& When scanning Orthopedics and Prosthesis Hip, set the laser pointer at the

initial position of measurement ( Default, Center Bottom )

Center Bottom

+

A

Default

On the Configuration-Measure tab, you can set position setting.
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r. Positioning of Knee
Lay the patient on the bed with knee position, with the head facing to the
top as you can in the below picture. (When Invert Scanning, head is to be
opposite direction of Top.)
After patient's positioning is completed, by using a “move” button on
operation panel, move the laser pointer to scan area. After movement is

completed, press the knee button on operation panel to determine a section

to measure. Then press measurement start button on user screen.

A When scanning Knee, set the laser pointer at the initial position of

measurement ( Default, Center Bottom )

Center Bottom

++
A

Default

On the Configuration-Measure tab, you can set position setting.
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s. Once the setting for measuring is done, click ‘"Measure Start’ from the user

program to start scanning of the set site.

Total
Body Lateral Lateral

Right AP Ldft Right AP | Late
Forearm Forearm Forearm | Spind | Forearm
N ——

Figure 1 Normal Figure 2 Selected

n g
Lateral

Right AP, Lalt Right AP L
Forearm Spina Forearm Foraarm Spine Forearm

Right Left

Femur Femur Right Left
Feamur Femur

Figure 3 Scanning Figure 4 Finished

- Figurel : Position setting is not done yet.
- Figure 2 : Position is set to the spine.
- Figure 3 : Scanning in progress.

- Figure 4 : Spine Scanning is complete.
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t.  Scanning

A. Spine: Before scanning, it moves to the left by 5cm to obtain measuring
mode data. Once data obtained, in case of Default Laser Pointing, it
automatically moves by 4cm to the region below the navel and starts
scanning. In case of Center Bottom, it moves to the left and starts
measurement.

B. Femur: Before scanning, it moves to the bottom by 4cm to obtain
measuring mode data. Once data obtained, in case of Default Laser
Pointing, it automatically moves by 16cm to the region below the pelvis
and starts scanning. In case of Center Bottom, it moves to the left and

starts measurement.

Measurement [:é} Test{ Age : 51)
Patient

Measurement |

Analysis )

LJ

u. If it is set to analyze when measurement is done, it automatically moves onto
the analysis screen once measuring is complete. And the equipment carriage
returns to the initial position. If it is not set to analyze when measurement done,

you can check scan image.
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Analysis (&) Patientiage:51)

PatientList |

[ 4P Sgine
™ i g 2017
Measurement III =~ 08.23 162717
== & LenFaemur
& 2017
- 0924 162717
- Q@17 162717
= 0§15 16:20:17
& Right Femar
£ 2017
B 06-23 16:27:47
2 TotalBody
B 2017
0823 163717
0832 162717
0831 162717
[ Lataral Spina
B 2017
= 082318377
- 0823162717
- I Len Forparm
& 2017
- 0g2318277

<analyze when measurement done>

() Pt 1490 1 31

ol

< when measurement done, check scan image>

& Even when measuring is finished, let the patient come down from the table only
after the equipment returns to the initial position for safety of the patient.

In One Scan, when one site is done, it moves to the next site without any message. If
the patient sits up at this point thinking that the scanning is finished, it can cause

injuries due to the moving carriage of the equipment.
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6.5.6 Stopping measuring bone density

If the measuring should be cancelled during the process or if there are any parts
where measuring was inaccurate or when the patient experiences inconvenience,
stop the measuring process on the bone density.

In case of emergency, use 'Emergency Switch’. And in case of non-emergency, you

can finish the process as follows:

a. Click 'Stop’ during measuring.
b. The window as shown below will appear:

¢. Click "OK’ to stop the process then a message pops up asking if you want to

save the image.

d. Click ‘'OK’ to save the image, ‘Cancel ‘if you don't want to save the image.

NOTE!

Select whether or not to save the image when the scan is stopped.
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6.5.7 Rescan

- If the scanning is being done outside region of interest, or if you want the current

scan region to be the region of interest without resetting, use this Rescan feature.

Click ‘Rescan’ during measuring.
b. Click and drag the box of red outline with the mouse to show the region you
want to measure.
¢. Then the window as shown below appears.
1. Move and scan: Restart scanning the moved region.
2. Resume measurement : Resume scan.
3. Original Position and Scan : Restart scanning the original position.

d. It restarts scanning the new region.

Measurement (&) 180711_[7) 8FP( Age : 52)

Analysls )

Standard( 15 - 23cm )
Thick{ > 23.cm )
 Auto Mode Check
11 Fast Mode.

Figure A. Rescan during measuring.
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e
Measurement (&) 180711 _[P] BFP{Age - £2)

AR
Epind

Estimased Time ; 0078
Langth ().
width fem)
Thin( & - 18 em)
Standard( 15 - 23 ¢m )
Thick > 23 cm )

|| Fast Mode

Figure B. Resetting the region

Rescan

@]

' Resume measurement

. Original Position and Scan

Figure C. Rescanning and Resetting the region.

& If [One Scan] of Configuration Default Setting in the main screen is checked, it
moves automatically to Analysis after all measuring process is done. If unchecked, a
message appears every time one site is measured and you should manually proceed to

Analysis. The equipment returns to the initial position after all measuring process is

complete.
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6.6 Analysis screen.

Analysis @ Patient(Age : 51)

Measurement )

—_—
Analysis \\ -9 08-24 16:27:17

- 08-15 16:20:17
Right Femur
-6 2017
£ 08-23 16:27:17
- TotalBody
263 2017
2 08-23 16:27:17
£5 08-22 16:27:17
-2 08-21 16:27:17
[E4 Lateral Spine Information
=2 2017 i 17 76 cm, 17 16%
£ 08-23 16:27:17
- 08-23 16:27:17
M Lefi Forearm
B8 2017

Thin

Region BMD (glar) T-Score Z-Score
£ 08-23 16:27:17 -16(83%)  -1.1(88%)
J Risht Forearm . 4(85%) 0.9 (90%)
-6 2017 -0.9(91%)  -0.4(96%)
-4 08-23 16:27:17 -0.8(92%)  -0.3(96%)
LA y . - -14(86%)  -0.9 (90%)
E-E 2017 - -12(87%)  -0.7 (92%)
-1.2(88%)  -0.7 (92%)
-1.1(89%)  -0.7 (92%)
-1.0(90%)  -0.6 (93%)
-0.8(92%)  -0.5(95%)

Measured patient data is analyzed by the doctor.

Measured data is divided by BMD and T-score values by measuring date and region

in the left in the screen. Click data to show the images in the center of the screen.

BMD mode
Click BMD button in the top right to change to BMD mode.

It shows Normal/Osteoporosis by T-score distribution based on the patient’s age

analyzed above.

Patient’s bone density value, T-score and Z-Score by ROI are shown in the
bottom right.

FAT/HA(Hip Analysis)/GDP/Composition mode

- Click FAT/HA(Hip Analysis)/Composition button in the top right to change to
FAT/HA(Hip Analysis)/Composition mode.

- In case of FAT, it shows Tissue FAT% of Spine image

- In case of HA, it shows Hip Analysis and FRAX information of Femur image.

- In case of Composition, it shows Total Body Composition information.

- In case of GDP, it shows the information of growth prediction.

97



User Manual
OsteoSys Co., Ltd.
Model Designation: PRIMUS

DOC. No. : OT-IFU-PM

Assessment mode

- Click Assessment button in the top right to change to Assessment mode.

- In case of Total Body, it shows the information of VAT and Bone Assessment/Lean

Assessment.
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ROI SET It fixes or moves ROI(region of interest).
If it is fixed, it shows the value of the fixed region; if it is
set to moving, doesn't display the value.

Brush It removes any problematic elements to the patient's
images or includes bone regions that are difficult to detect
in ROI.

ROI aligning | It doesnt automatically detect ROl but forms basic
aligning.
9 Auto ROI Algorithm automatically detects ROI.
o L1 on/off | When measuring the spine, it deletes/adds ROl in L1.
o L2 on/off When measuring the spine, it deletes/adds ROl in L2.
e L3 on/off When measuring the spine, it deletes/adds ROl in L3.
o L4 on/off When measuring the spine, it deletes/adds ROl in L4.
Z4 on/off | When measuring Prosthesis Hip, it can be used for
Standard Zone(4 Zone) in ROI.
Z7 on/off | When measuring Orthopedic, it can be used for Standard
Zone(7 Zone) in ROI.
Z19 on/off | When measuring Orthopedic, it can be used for Extend
Zone (19 Zone) in ROI.
i Image Mode | You can choose either b/w or color when printing images.
@ Low Image | It shows a Low Image
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High Image

It shows a High Image

BCM Mode

(Bone density

Color Mapping)

It shows an image with BCM mode.

It shows the bone density with 7 colors based on T-Score.

RCM Mode
(Relative bone
density Color

Mapping)

It shows an image with RCM mode.
It shows the bone density with 7 colors based on the

Max/Min value of T-Score.

OCM Mode

(Oseoporotic

Color Mapping)

It shows an image with OCM mode.

It shows the bone image with colors based on T-Score.

Cancel It cancels the ROI setting.
ROI It copies or modify the ROl after compares the other data.
Compare
and Copy
Result It compares the data of same measuring site.
Compare
Global ROI | It sets the area that the operator want to use.
B-Scope It shows the body composition for each body with the
image.
L-Scope It shows the graph for bone density and body
composition.
AFF It analyzes AFF.
Ruler It shows you the length of the part you want.

Scoliosis and

Kyphosis

It offers a diagnosis tool for Scoliosis and Kyphosis.

02000900 ©00 0006

Image Trend

It offers Image and Data Trend information of specific data

(3 types).
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0 Delete It deletes the selected image.
g Trend It shows the trend data of the selected image.
Comments | You can fill in comments on the analysis report on the
measured patient’s images.
g Send PACS | It sends the reports to PACS server.
9 Print It prints out the reports.
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6.6.1 Image analysis (Spine)

- Analysis on the measured spine image of a patient.

a.Click the measured image from the list in the left.

b.When the image appears, press 'ROI set’.

c. If ROl is normal by auto ROI, press ROI set button again.

d.If ROl is not properly set, drag the 3 points in the red line on the image to set
the correct ROI; ROI should be reset for patients with bent spine or pressed
spine.
Point in the center: Adjusting the line upward/downward
Points on both sides: Adjusting the line slope

e.If it is difficult to set ROl with eyes, use the histogram in the right.
Histogram displays the density in the image from top in a graph; if the density
is high, the right side is higher in the histogram; if the density is low, the right
side is lower.
Place the edges between ROIs to the intervertebral discs, which is usually located
at the lowest position of local valley indicated on the right side histogram.
L1 is below the rib-vertebra junction, L4 is above the iliac creasts.

f. If ROI set is clicked, ROl is fixed and the calculated value is shown as the measured

Analysis D) Patientage : 51)

&) 039N
LA (BB%) 0.9 (30%)
) DT R
) DT (ea)
) TN
) DN
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Low High
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6.6.2 Image analysis (Femur)

- Analysis on the measured femur image of a patient.

- Please refer to 6-1.image analysis (spine) as the analysis method is basically the

same.

Analysis @} PatientjAge : 51)

PatlentList |

Measurement |

Analysis

M Thin
=

Region BUD (giad) T-Seede Z-5oore
Heck 1182 18(125%) 27(141%)
wards 1136 20029%) 30(158%)
Trech 095 ATOI24%)  21(120%)
nan 1434

Total 1188 A0{IEN)  Ower

a. If femur ROI is difficult to detect automatically, follow the process below:
Click 'ROI set’ button.

b. Drag the red box that detects femur ROl and position the pointer in the center
of the box in the center of the neck.

¢. Control the slope with the pointer outside the box to make the neck and box

slope vertical.
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f.

Greater-Trochanter.

Lesser-Trochanter.

Except for the red box, place the draggable point at the intersection of a
horizontal straight line below the Lessor-Trochanter and a straight line

descending vertically from the Greater-Trochanter.

Click ROI set button to fix ROl and create a triangular area.

Analysis !@) Patient(Age : 51)

scan e
Patien
= = [l w0 spine
. 4 @ 2017
Messurement ) L= a3 152717
~ | B
n 48 2017
Analysis e 24 192717]
2 L= 0517 152797
= 0815162017
L Rt Femur
Lo
L= 823152717

= 08:23162717

= 0822162717

= 0821152717
pine

= 0823182717
= 08-23162717

Region  BMD(gia¥)  TScore
Neck 20(12%)
wargs 1059 140020%)
Troen 1 210130%)
shat 1400

Total 1200 21(128%)

= 0823162717
= 0823152717

The result is displayed.
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- It also offers Dual Femur image analysis.

Please check whether the measured image of Left Femur and Right Femur exists.

b. Please choose Left Femur or Right Femur image on the list. Then click right

button of the mouse and check '‘Dual Femur' to operate Dual Femur mode.

Analysis @_] Patient(Age : 51)

Scam Site

FatientList |

Bl # gpine
L= 2017
= gg.z3 82T
& Len Femur
&7
SO
st ggn7 (0 DualFemar
=4 gp-18 182007
- might Femur
-3 2017
= 08-23 162717
3 TotalBooy
-2 7
= gpz3 1827
= 08-22 18277
o 08-21 182747
[ Laterai Sping
[ 2017
el =R R
= gg.z3 82T
[ LeN Foream
=i 2017
0023 1E2TAT
[l Right Focaarm
£ 2017
= oy.23 10217
= | IR0
=
= 0823162717
= 083 16377
i Lo Onopedic

Analysis @ ratientiage : 51)

.Y Scan Sae
PatientList |
g Bl AP Spine
6 2017
= 0823 13T AT
1 LenFomur
Y £ 2017
Analysis | = 0624 162717
= 97 1277
=4 08.75 18:207
[l Right Farmur
B 3047
g 0s-23 182717
I TotaiBody
B 307

Measurement |
V.

= 0823 162717
S 0822 12T 1T
= 08-21 162747
BB Laterad Sping
& a7
= 08-23 162717
= 0523 162717
- Len Foream
- 2017
= 0823 16:3TAT
-1 Right Forearm
L= 27
B 06-22 16277
&
= T
= 06-22 162717
= 0933 16:2717
i Len Omopeaic v
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6.6.3 Image analysis (AFF)
- It analyzes image of AFF after measurement is completed.
a.Click measured image of Left Femur or Right Femur.

b.When image is displayed, press ROI set button.

¢. In case that Global ROl is not set, it moves to screen of Global ROI set up.

i

%

|

|
:

L+

2

i

g

|

i, Move: It is function that moves Global ROI.

d.Locate Global ROl in order to analyze Femur.

e.When Global ROI set up is completed, press “ok” button and complete setting.
Analiz ID Patient{Yag : 51)
Hasta l.rstesi‘-‘_:l
Blgiim _I

Analiz

Béige  KMYiy  TScom
Boyun 0835 a7
Wards 081 a1

Trech 0879 17
Shaht 1186
Tum Vucut 0.979 03
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f. For the analysis of Femur Refer to “6-2 image analysis (Femur)”, adjust ROl and
analyze result.
g. For the AFF analysis, press "AFF” button and move to AFF analysis screen.

i. Lateral Width : It displays thickness of outside of Y axis.
i. Medial Width : It displays thickness of inside of Y axis.
iii.  Width Trend : It calls up previous information of Lateral Cortical
Bone Width and display as graph.
iv. Graph Trend : It compare Width graph trend.

V. L-Scope Mode : Refer to “Image analysis (L-Scope)”.

h.Lateral Width analysis is for the outside thickness of Femur.

= 2607
it mm) = 7.8
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i. Medial Width analysis is for the inside thickness of Femur.

u I}
2017-08-17 2017-08-15

k.Graph Trend displays thickness information of each area with different

measurement date.
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l. L-Scope Mode analysis refers to “image analysis (L-Scope)".

i. Original Image : Depending on the size of parameter, it shows
black and white color image.

i. Color Image : Depending on the size of parameter, it shows color
image.

ili. Low energy : It displays Low energy image.

V. High energy : It displays High energy image.

V. Fat: It displays image of Fat.

vi. Lean: It displays Lean image.
vii. FAT (%): It displays FAT (%) image.
viii. BMD: It displays BMD image.

m. In order to have accurate analysis we use Original Image/Color Image, Image
Mode.
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6.6.4 Image analysis (GDP)

- It analyzes GDP image of patient after measurement.

a. After measurement, search GDP image from left forearm list and select it.
b. When you press ROl button, Global ROI edit mode is activated. Select Hand

and Forearm and set up Global ROI respectively.

Analysis @:.:l Patient{age : T)

PatientList )

L B 4P Seine
- ™ £ 2017
Measurement | - 0593 162717
= ¥ Lef Famur
_— £ 2017
Analyats. ) = 0824 162747
= 0817 182717
= 0515 162017
[ Right Femur
£ 2017
A 08-23 162717
I TotalBody

£= 2017 Uina Ll’us up
s 0823 162717 4

B 06-22 162747
1 06-21 16:2747
8] Lateral Spine -
- i Thickai” e
= 0g-23 16277 a 3 % Thickness
= 0873 16:3717 | Lengn I Very Thin

o Left Farearm Regien  EMDiplaf)  Z-Score

& 2017
RagusUD 0589 O
L 08-23 162717 A o
-l Fognht Ferearm Uina ug [LE]
£ 17 Radius 33, 0.857 Ot

. 0RF3 WITAT Uina 33% o.Tae
| } JE BenUD 0583
= 2017 Bath £3% o0&z
A 08-23 182717 Ragiss To. 0.740
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You can analyze Hand&Forearm respectively.
d. Basic analysis screen is left forearm. Press ROl button and select ROI and you

can analyze left forearm.

Analysis @:-'\J Patient{age : T)
PatientList |

Measurement

333
‘Length | Wery Thin

Reglen  BMD (pial)  Z-Score
Radus UD 0538 Over
uinaun 0548
Radius 33, 0.857 Owver
Uina 33% oTae ™
BehuD 0583
Both 3% o0&z
Raiss To 0.740
Liina Total [ e
Goth Total 0730

08-23 182717

e. If you press “GDP” button, you can analyze GDP.
f.  With the use of mouse wheel, you can scale up & down the image, and by

moving mouse, you can choose picture as similar as possible.
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Analysis (@) ratientiage : 7)

FatientList )

Measurement |

Analysis )

050/0/6/6/6/6(0/CC)

g. After selecting all parameters, there will be pop up screen about height of
parent and secondary sex character.
GDP

. em

e |

h. If you press, “ok”, GDP pop up screen will be disappeared, and you can find
the result from GDP tab on the right side
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Analysis {fg} PatientAge : 7)

Scan Site

Patient List |

Measurement |

Analysis

72018
2
.

:

i. When entering height of parent, GDP can be predicted.

GDP Resuilt

Predicted Height |
Inherited Height |

2 3456 7 8 9 10 11 12 13 14 15 18 17 18 19

Dad Height 175

Mom Height 165
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6.6.5 Image analysis (Hand)
It analyzes hand image of patient after measurement.

a. Please click the hand image on the list.
b. When you press ROl button, Global ROI edit mode is activated.

c. Select Hand and set up Global ROI setting.

Guide Point : It's a function to set the Global ROI to the same area.

Move : It's a function to move Global ROI.
Rotate : It's a function to rotate Global ROl when the image is tilted.

Crop : It's a function to resize the Global ROI.
Basic analysis screen is Hand. You can select the ROl when you click the right button

of the mouse on the image area.
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Analysis lij PatientiAge : 51)

Sean e

S74¢em
Very Thin

Region i) Aed e
Tonwl
Zenw2
Toned
Zened
Toaws
Zonel
Zoan?

e. Drag the point in the middle to set the ROI that the operator wants to check.
f.  Use the pointer outside the box to adjust an inclination

g. Drag the 4 pointers in ROI area to resize the ROI area.

Measureme

574 om
Very Thn

Region  GMD (g} BMC(g)  Areafa)
Zonel - . o

Zoned
Zened
Zoned
Tones
Zoneb
Zane?
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h.  When you press ROl button, ROl will be fixed and analysis result of ROl is displayed.

Analysis @ patientjage :51)

5cam Site
“- A TolalBody
e 207
03165717
= 0822 182717
= 08-21 182747
[ Laters! Sping
B 317

Patlent Lis

§)(3)

- 0823 162797
= 0823 18277
B Len Forearm
& m7

(&
b

2 )

| —

o
-l might Forearmn
=B 2017
= 08-23 18277
s
-3 2017
= on22 182717
54 08-23 182717
 Lon Crtnopedic
& 7
|- pa.23 18217
8 08-18 182717
[ Right oropecic
B 2017
el SLRCETR
- gnpgy
&7
0853165717
- 083162117

(&

BUD () BHC(  Ared (s
(3 0524 2078

i. If you want to compare with the previous data or copy the RO, please click ‘ROI

Compare’ button.
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6.6.6 Image analysis (Forearm)

- Analysis on the measured forearm image of a patient.

a. When the ROI button is pressed for the first time, a dialog box appears to
enter the Forearm Length.
b. Enter the forearm length of the patient measured before bone density

measurement.

Analysis

Scan Site

i~ Lateral Spine
M Left Forearm
S 2020

-
Measurement ) [ ) 13 16:27:45
N

L 08-13 16:25:16

PatientList )
.

. L5 0813 16:24:05 [
Analysis ) L9 0813 14:26:37 AR \
M= 08-13 14:11:58 |
1 08-13 14:05:51 Uina Bp Rndj uD
1= 0812 11:03:30 [
L 0812 11:00:14 - .
= 081210:57:38 Forearm Length
1 08-12 10:55:13
L5 0812 10,5304
L 0812 10:50:15
- 0812 10:47:27
L 0812 10:44:22
L=t 03-12 09:4353
= |l Right Forearm — = e T, 369.cm
-2 2020 i mm
L 0812 11:31:46 3 | Length Very Thin
£ : 0812 112735 Regien BMD {gff)  T-Score Z-Score
%= gz_:: ::;gj: RadusUD 0376 07 00
|5 0812 11:20:47 Ul LI 203 3
| 08.12 11:19:35 Fadug A3
B 0812 11:16:06 Kiia 2%
- 0812 11:13:43 | Both UD
L 0812 11:10:14 | Both 33%
LVA ) Radius To
Left Orthopedic | Uina Total

‘-ﬂ Right Orthopedic v @ Both Total

c. If the ROI of the Forearm is not automatically caught, proceed as follows:

A. Align the ulnar styloid process reference line to the upper end of the
ulnar styloid process.

B. Drag the point in the center of the ROl box of Forearm to adjust the
position of the entire ROI.

C. Drag the point located in the middle of the UD ROl box to move the
position of the UD ROI from side to side. The 33% ROI can be adjusted
in the same way. The position of the 33% ROI depends on the arm length
of the patient.
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. Sar
’_Q - )

Ulnar Styloid Process |

UlhaVo' Radiusub

TEET | [ Forearm
Length .ol ) | Length
173 ( *1/3

d. To adjust the length of the 33% position, click the Forearm Length button to

change the forearm length.
Analysis @ Forearm ROI it {Age : 54)

™ Scan Site
PatientList )
s

Measureme Hlj

08-13 16:54:50

Tissue 369 cm
Length Very Thin

Region  EMD (giar) T-Score Z-5cofe
Radius UD 0.323 18
Uina UD 0.200
Radius 33 0.654
Ulna 33% 0617
Both UD 0.285
Bath 33% 0636
Radius To. 0.4T0
Uina Total 0.427
Both Tota 0451

e. Click ROI set button to fix ROl and create the value of each ROI.
f.  The result is displayed.
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Analysis @F Forearm ROI

Scan Site

Patient List )

[ 4P spine
. i) & LeftFemur
Measurement ) [ Right Femur
8 TotaBoay
B Lateral Spine
I Lef Forearm
- 2020
= (CEERCEED
| 08-13 162745
M 08-13 16:25:15
= 08-13 16:24:05
= 0B-13 14 26:37
=~ 08-13 141158
= 08-13 14:05:51
= 0812 110330
M 0812 11:00:14
= 0812 10:57:38 |
£~ 08-12 10:55:13 | | Tissue 368 cm
£ 08-12 105304 —
|t~ 0812 10:50:15 Length Very Thin
: 08 12 a50.27 | h Region  EMD (g/a)  T-Score Z-Score
- g::: ;g:;';i RadusUD 0333 18 11
Bl Right Forearm Uina UD 0.200
S 2020 Radius 33 0.654
= 08-12 1131:16 Ulna 33% 0.617
0892 14:27:55 | Both UD 0.285
= 0812 11:25:38 | Both 33% 0.636

= 0812 11:23:45 | Radius To 0.470
] Uina Tota 0.427
Both Tota 0.451
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6.6.7 Image analysis (Total body)

- Analysis on the measured total body image of a patient.

After measuring, ROl is automatically set. When ROl is not set automatically
or additional adjustment is needed, follow the process below:

Press ROl button to open ROI edit mode. Drag the box-shaped button to
adjust the shape and size of each ROl. When changing ROI, ROI is adjusted

according to the condition.

Analysis (@) Patientiage : 51)

Fatlent Lis

Regien  BMDig'e) T-Score  Z-Sear M
Head 2302 . .
Sping 1487
L-Rie 1169
um

1438
1487
LR
1190
1428
1484
1788

Pelvis and neck center point can be adjusted only in vertical direction while
spine ROl point, head top point and foot point can be adjusted only in
horizontal direction. You can adjust so that each body part can be included in
proper ROI.

Place Head-Shoulder separator to the neck, which is above shoulder below
chin. Rib-Shoulder seprartor separates arm and rib. The arms are only
contained in Arm ROIS. Place Vertebra separator to have only vertebra. Side
ROIs of vertebra separator has rib cage. Place waist marker to have only the
waistm not the arm. Place Pelvis Top marker above the iliac crests. Pelvis Side
markers make the pelvis edge crossed femoral necks. Place Leg ROIs to
separate one leg. Place Android ROI to contain only belly. Place Gynoid ROI
to contain only two-thighs.

Please click the right button of mouse upon the image in the ROl edit mode
to activate Mirror Mode if the image of Left Arm or Right Arm is not shown.

You can copy the Left Arm value to Right arm or Right Arm value to Left Arm.

122



User Manual
OsteoSys Co., Ltd.
Model Designation: PRIMUS DOC. No. : OT-IFU-PM

You can see (M) mark after activating Mirror Mode for recognition.

Analysis (@) Patientiage : 51)

Scan Site

Measurement

Analysi

Laft From Right
Right From Left
VAT Made

Region  BMD{gw]  T-Score
Heag 2302
Seine 1467
LR 1,789
LeArm 1411
Lieg 1423
L-Teaal 1487
R-Rin

e

Redag

R-Total

s

k. Please click ‘ROl set’ button after adjusting ROl to quit edit mode. Then the

value will automatically appear.

Analysis l@'ﬁl Panentjage : 51)

5cam Site
i 08-23 182717
& LenFema
£ 3017
Measurement = 524 182717
= 08T 162747
= 0815 162017
[ Right Famur
L= a7
= 0n.23 182707
[ TolalBody
&7

Assusasmant

o
- o2z 182717
0821 182747
[ Laters! Spine
B 3017
- g3 1677
= on.22 182717
B LenForearm
B 117
= 082316217
[l ®ight Forearm
=3 2017 \ B o
- 0823 162747 : i
M f 1 1467
L= 2017 | . Sicls
= 0823 162717 | s ke
= 09-23 162717 4 3 o
B Lot Ortnopedic 1497
& m7 . vk <Riz 1119

BUD (gio)  TScore o P

£ 0823182707 T 1180
08-18 182747 426
1494
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Region Fat (g) Lean (g) BMC (g) Total (g) FAT(%)
Head 2253 4163 690 7106 35.1
L-Arm 5742 3729 103 9574 60.6
L-leg 7806 11502 589 10898 40.4
L-Trunk 10948 14186 738 25871 43.6
L-Total 25131 30822 1661 57614 44.9
(M)R-Arm 5742 3729 102 9574 60.6
R-Leg 8218 11101 576 19985 42.2
R-Trunk 10809 13717 797 25324 44.1
(M)R-Total 26111 31343 1774 59228 45.4
(M)Total 51242 62165 3598 117004 45.2
Android 5389 3667 234 Q290 59.5
Gynoid 6298 8052 235 14584 43.9

< >

Table for Body Composition( FAT(g), LEAN(g), FAT(%), BMC(%) )
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- Body Assessment function will be activated if the patient's age is between 5 ~ 19.

Please click ‘Assessment’ tab after measurement.
b. It shows the result of total body composition and body state information as a

percentage.

Analysis (&) Patientiage:7)

Fatlent
B +F Spine
~ £ 2017
Measurement ) = 0923 12717

Analysis | = 0g-24 182717
08T 163717
0815 16:20:17
- Right Fenur

£ 2017

= 00-23 182TAT
B Totalfiacy
63 2017

+
A% 08-22 182717
= 08-21 162717
B Lateral Spine
L 2017
= 0y-23 W27
4 08-23 162717
I Len Forearn
B 2017
A= 0823 162717

-1 Right Ferparm
L g 2017

= os-23 182707
= 0823 182747
&l Len Ormopecic

& Bone Assessment

- Height for Age : Information of “Bone Length”

- BMC for Bone Area : Information of “Bone Density”

- Bone Area For Height : Information of “Bone Width"

Lean Assessment

- Lean Body Mass for Height : Information of “Degree of sarcopenia”

- BMC for Lean Body Mass : Information of “Degree of osteopenia”
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- For the usage of improved “Mirror Mode”, Total Body Extend Mode can be used.
a. Click "Extend ROI" button at analysis screen.

b. Select ROI area same as basic ROI setting.

Analysis

Fatient List )
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- It analyzes the VAT of patient after measurement.

a. Click the image of total body of patient at the left side of list after
measurement.

b. When image pops up, press ROI set button.

¢. When ROI edit mode is activated, check the ROl shape and location, if
necessary, do the proper adjustment of ROI.

d. At ROI edit mode, press right side button of mouse on the image, select VAT
mode at the pop up screen, activate VAT Mode menu and VAT mode is
activated.

e.  When moving square by dragging left screen, expanded image with expanded

area will be displayed in the screen.

Analysis (&) patientiage : 51)

Fatient List )
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f. At the expanded image on the right side, ROl adjustable point will be created.
By moving this point to the left and right, visceral fat area, abdominal area
and abdominal wall area will be designated.

g. When ROI adjustment is finished, press ROI set button and finish edit mode.

h. When selecting right top side of Assessment Tab, VAT and its informatiion will
be identified.

& What is VAT?

It is the abbreviation for “Visceral Adipose Tissue". It analyzes visceral fat.
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- It offers a trend analysis for body composition (BMC(g) / FAT(g) / LEAN(g) / FAT(%)
/BMC(%)).

a. Please click ‘Image Trend’ button after measurement.

Analysis (@) patiemage:s1)

can Site
Patient
=8 A# Epine
-H 2007
WRRELE = 0823 182747
& Lot Famur
- = 2017
Analysis | = 024 102707
s 0BT 82T AT
0815 1620017
- Fight Femar
-+ 2017
59 08-23 1827 AT
H Totaiedy
S 2017
e
5 00-22 182747
- 021 182717
JBY Lateral Sping
-H 2077
1 0023 182TAT
= 00-23 16:27:47
B Lot Formarm
-H 2007

Region  BMD (giw)  T-Score  PScom A

£ 08-21 1627197 Spine 1431

| i 1
Ml Right Foream LAt 083
£ 2017 L-Arm 1148
0823 WA ' Lieg 1366
L-Tots 1.409

R-Fn 1066

0823 162717 o b R-Am 1214

£ 08-23 162717 Rieg 1368
R-Tatal 1400

Pahs 1653

b. Please select the data that you want to compare.

TotalBody Image List

Date Measured Measure Time
2017-08-22 16:27:17

2017-08-21 16:27:17

It offers image and trend data of selected data.
d. It shows the selected data with BMC(g) / FAT(g) / LEAN(q) / FAT(%) / BMC(%)

when you click buttons on the top.
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2017-08-21

DOC. No. : OT-IFU-PM

2017-08-23

2 rosz1 2oz 2070823

Head 507 B1%
Le#t Aam 994 354 2076
Lelt Trunk 29 14938 12960
Lett Leg aar 1359 mz
Left Total 9936 1959 24992
Right Arm a0 470 1351
Right Trunk 715 2193 14095
Right Leg 2232 1467 %
Right Total G467 4395 26195
Total 11002 0354 51186
Android B39 B3 1646
Gynoid 07z 1514 3054

€. You can print all selected data when you click ‘Print’ button
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6.6.8 Image analysis (Lateral Spine)
- Analysis on the measured lateral spine image of a patient.

a. If the lateral spine ROl is not automatically detected, follow the process below:
Press ROI set button.

b. Drag the point in the center of the lateral spine ROl to adjust the entire ROI
site.
Adjust the slope outside the box with the pointer to adjust the slope of ROI.

d. Drag 4 points outside ROI to adjust the size of ROI area. For a patient with
the lateral spine button pressed, ROl re-adjustment is needed for more
accurate test.

e. Click ROI set button to fix ROl and recreate the value of each ROI.

Analysis (&) Patent(age:52)

Scan Site

PatientList )

L H #F spine
] | dres 27
Measurement .-'I | L~ 06.23 16:2717
L LefFemur
& 207
analysis | | | =1 08-23 182717
L 08-2316:2717
[ Foght Femur
| & 2017
| = 00-23 162717
= [ TotaiBody
| &6 2017
| L= osz3igarir
<[ Lateral Spine

| = 08-23 1827 1T
—-|M Len Forearm

= 217

L= 08-23 1827 1T

BMD (gind}
1089
1026
1081
1.061
1071
1088

= 08-23 16277
L= g2 152717
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6.6.9 Image analysis (LVA - Lateral Vertebra Assessment)

- It measures image of LVA

a. From the list in the left, click the patient's image obtained by scanning.

b. If the image appears, click ROI set.

c. If you put the mouse cursor on the original image, the cursor is changed into
a magnifying glass and a rectangle is made up surrounding the cursor. The

expanded image will appear.

Analysis ['_-:I:.\ Patient{Age : 51)

Patient List

“ I AF Spine
-HE 20T (
Measurement - 0023 16 2TAT \ Griginal image

8 Lot Famur
e =E 2017
Analysis | 4 0824 162747
= 0T 1EZTNT
= 0R18 163017
— [ Fogr Femur
S 2017
= 0B-I3 16 ITAT
- B3 TetaBosy
e 207
= 08-23 162717
= 0837 162747
= 0521 162717
[ Lateral Spine
& ni7
- g 16 2T1T
= 0823162717
Il LamEcotan; A : Region  Postesiorl P Grade Mddislcm) ML
B 2017 4 o o
= 0823 162717 = =
Bl Fose Fesuarm i 258 i
gl Té 254 23
™ 24 230
8 26 243
b 238 217
o T 104 104
= g3 16 ETT ™m 28 28
Left Orhopecic T2 350 o 336
tE] 322

M OR3 163717
nus
=B 2017

d. If you click on the area, the color of the area will be changed. The area will be
fixed, and the points will appear on the magnified image to adjust the ROI.
Adjust the location of whole ROI by dragging the middle point.

e. There are 6 points in a ROl area and you can adjust the size of ROI by moving

each point.
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Nomal {Grade 0)

i 0823 16:T =
[ Saf Fomur Orlglnal Image:
4]

iy
W23 V62T _ 3 Mild Fracturm { Grade 1)

*s

OB-23 16:27:17
0823 162717
-l Sal Onkol
w7

. e
-

..

Bélge Adkafcm) PGra Oafem) M *
T4 247 228
TS 258 247

258 22

243 230

258 243

228 247

304 304

289 289

350 335

f Once the area adjustment is completed, the mouse cursor will change into a
magnifying glass again when you click the mouse button on the right. You can move

the magnifying glass to other areas.

Analysis ['_-:I:.\ PatientjAge : 51)

Mo
B e soine Nomal 0)
L or -
Measurement - 0333182747 Grlginal Image Magnificd Image
8 Lt Farnur =
=g 2017 o " Mild Fracturs (Grade 1}
0 0824 162717
=087 18277
= 0R18 163017
{8l Foget Femur
== z0i? x .- Modarate Fracture {Grade 2)
= 0B-I3 16 ITAT .

B TetalBoay - AT - -
=2 200 9 4 e -

45 o620 162717 \ | 3 Wdgn Bicontamity Comgnssan

B 0537 163717

= 0521 162117 Savere Fracture (Grade 3)

L[ Lsberal Spime
=i
- 08-23 18277
™ 08-23 182717 Wt Biconcanity
T .é:" i - Region Poslerior] . P Grade Middielcm) M{~
017 A 1
4 47
0523 16377 T 2 o 2z
1 268 ] 247
Té 254 ] 23
0BG 163TAT | ™ 24 L] 230
Lo 8 26 ] 243
L 2017 ™ 238 o 217
0
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o
]
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& 2017

V-2 152717 ™ 104 104
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g. You can set ROI for Kyphosis diagnosis and the ROl will be decided according
to the Angle Type.
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Analysis fi_) PatientiAge : 51)

Patlent List )

h. There are two options for the Angle Type: Cobb Angle and LKA. Between these

two options, the one you select will be activated.
Cobb Angle

LKA

i. In case of Cobb Angle, you can set the ROI by selecting one vertebra located in
the most severe curvature point which is the standard for Cobb Angle
measurement and other two vertebrae, one from the upper side and the other
from the lower side of the standard vertebra. And then, you can adjust the top

end line from the higher vertebra and the bottom end line from the lower vertebra.

Analysis fi_) PatientiAge : 51)
Patlent List

Original image Magnified image

j. You can attach a name tag to each Cobb Ange ROI, and if you click the mouse

134



User Manual
OsteoSys Co., Ltd.
Model Designation: PRIMUS DOC. No. : OT-IFU-PM

on the ROI adjustment window of the right side, you can attach a name tag.

Analysis @) eanentiage : 51)

k. In case of LKA Angle, if you select the vertebra as a standard of LKA

measurement, the cross point angel between vertebras ROI's top end line and the

bottom end line will appear.
Analysis fi_) PatientiAge : 51)

TR ohees

Patlent List )

. If you click the right button of the mouse on the window in the right, you can
select LKA standard ROL.
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Analysis @ ratentiage :51)

Fatlent List |

Measurement |

L l‘ﬂl”lll ‘\._'

m. If you move your mouse, adjust each area by following above mentioned
process, and click the ROI set button, the each ROI's value will be analyzed and

appear as a result.
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6.6.10 Image analysis (APVA)

a. Select the one of the image file from scan image list which is located on the
left side of S/W.

b. Click the ROI set button after image is appeared.

c¢. When you place the mouse cursor on the original image, the cursor becomes
a magnifying glass icon and Green rectangle is created around the cursor on
the scan image. The image can be enlarged from the original scan image to

make easy ROI setting.

Analysis (4) Patientiage : 51)

Original image Magnified image

PatientList )

d. Clicking the left mouse button, you can fix the ROI (red rectangle) area and
also drag the center point of ROI to fix the location.
e. There are 6 ROI in total, you can adjust to match with enlarged bone image.
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Analysis (&) Patientiage : 51)

Original Image
PatientList )

f. When you have finished adjusting the ROI setting, click the right mouse button
and the move to another area to set and see the magnifying image again.
g. There are two type of angle adjustment, one is Cobb Angle and Ferguson

Angle. Click and activate check box to active these functions.

Cobb Angle
|| Ferguson Angle

- In order to get Cobb Angle, you need to choose three bones. One is located
in peak point of curvature of vertebrae and choose the other two bones which
is located upper-end and lower-end bone (refer to the image)

Analysis ['_'.__Lt.\ Patient{Age : 51)

i Original image Magnificd image
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h. Name tags can be attached to each Cobb Angle RO, and if you click the right
mouse button on the magnified image window, you can attached name tag
from L4~T4).

Analysis (_J::I PatientiAge : 51)

Patient List
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Analpais )

W '-' I"‘ . 4
L

-
ra
3
-

=~

i

W

i. If you select Ferguson Angle, you can set up the ROl same ways as Cobb

Angle, the angle is created by three vertebrae (Upper, Mid and Low bone).

Analysis (&) Patientiage : 51)
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j- When you finished ROI setting on the magnified image window, then click the
ROI set icon to get the result of Ferguson Angle.
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6.6.11 Image analysis (Scoliosis-Cobb Angle)

- Scoliosis Cobb Angle can be analyzed with the image which is acquired from APVA

scan mode

A The results of Scoliosis Cobb Angle are not absolute value to diagnose scoliosis,

but that can be help to diagnose scoliosis

a. Definition
Select the upper-end vertebra and lower-end vertebrae from the most bent
and severed parts of the vertebrae (from T4 to L4). Read the inner angle of

the intersection of the extension lines of these two vertebrae

b. Result
After the APVA scanning, you can find out the result of Cobb Angle in the
Scoliosis tab. The following image shows the APVA Cobb Angle information

and Analysis.
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Analysis fi_) PatientiAge : 51)
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c.  Result unit is displayed in degrees at Scoliosis mode.
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6.6.12 Image analysis (Scoliosis-Ferguson Angle)

- Scoliosis Ferguson Angle can be analyzed with the image which is acquired from
APVA scan mode

A The results of Scoliosis Ferguson Angle are not absolute value to diagnose

scoliosis, but that can be help to diagnose scoliosis

a. Definition
Select upper, mid and Lower vertebra those read the inner angle of the
intersection of the extension lines of these two vertebrae (Upper and Lower)

to the center point of mid vertebra

b. Result
After the APVA scanning, you can find out the result of Ferguson Angle in the
Scoliosis tab. The following image shows the APVA Ferguson Angle

information and Analysis.
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Analysis fi_) PatientiAge : 51)
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¢.  Result unit of Scoliosis Ferguson Angle is displayed in degree.
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6.6.13 Image analysis (Kyphosis-Cobb Angle)

- Kyphosis Cobb Angle can be analyzed with the image which is acquired from LVA

(Lateral Vertebral Assessment) scan mode

A The results of Kyphosis Cobb Angle are not absolute value to diagnose Kyphosis,

but that can be help to diagnose Kyphosis

a. Definition
Select upper-end Lateral vertebra and lower-end Lateral vertebra those are
identified the place where the most bent and severed part of Lateral vertebra
(From L4~T4), read the inner angle of the intersection of the extension lines

of these two Lateral vertebrae.

b. Result
After the LVA (Lateral Vertebral Assessment) scanning, you can find out the
result of Cobb Angle in the Kyphosis tab. The following image shows the LVA

Cobb Angle information and Analysis.
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Analysis fi_) PatientiAge : 51)
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c. The result unit is displayed in degrees.
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6.6.14 Image analysis (Kyphosis-LKA<Local Kyphotic angle>)

-

- Kyphosis-LKA can be analyzed with the image which is acquired from LVA scan

mode

& The results of Kyphosis-LKA are not absolute value to diagnose Kyphosis,

but that can be help to diagnose Kyphosis

a. Definition
Select one Lateral vertebra which is most deformed and severe condition(from
L4~T4), and read the inner angle of the intersection of the extension lines of

upper and lower end side of vertebra

b. Report
After the LVA scanning, you can find out the result of Kyphosis-LKA in the
Kyphosis-LKA tab. The following image shows the Kyphosis-LKA Angle

information and Analysis.
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Analysis fi_) PatientiAge : 51)
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c. The result unit is displayed in degrees
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6.6.15 Image analysis (HA - Hip Analysis)

- Analysis on the measured femur image of a patient.

A We do not recommend to use HA measuring result for clinical diagnosis on

femur-related diseases.

a. Definition
It predicts structural characteristics of the measured femur image to help users
analyze and predict danger of fracture on patients.
HA displays information on HAL(Hip Axis Length), FNW(Femoral Neck Width),
UFN-BMD(Upper Femoral Neck BMD) and FNSA(Femoral Neck Shaft Angle).

@ Lower Femoral Neck
@ Femoral Trochanter
@ Ward

@ Shaft

® Upper Femoral Neck
@ Hip Axis Length

& In current software version, only HAL, and FNSA are supported. FNW, UFN-
BMD items will be added later.
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b. Output information
After measuring the femur, you can check HAL and FNSA values under HA tab.
The following figure is analysis screen that displays HA information on both

femoral regions.
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c.  On HA tab, the length of femoral axis of left/right femoral section is displayed
in mm, and the femoral axis is displayed in degree. This analytical information

is notified to user.

Hip Axis Length Information {mm)

Information (deag)
54 46
51.07
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6.6.16 Image analysis (Knee)
- It analyzes Knee image of patient after measurement.
a. Click "Knee" image which was measured.

b. When you find the image, press ROl set button.

¢. In case that Global ROl is not set, it moves to screen of Global ROI set up.

i. Guide Point : It is function that can enable Global ROI setting at

the same point.

i. Move : It is function to move Global ROI.

iii. Rotate : When scan area is not properly set with tilted image, it
can rotate the image properly.

iv. Crop : It can adjust size of Global ROI

d. When Global ROI set up is completed, press “Ok” button and complete setting.

e. On the image, if you press right side of mouse, you can select ROI that you

want to select.
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Analysis @] PatientAge : 51)

B34 cm
Thin

egion  BMD (gio)  BNCIZ] Adea (o)
i P17 21108

f. By dragging point in the middle of ROI, you can adjust ROI to the point you
want to confirm.

g. By adjusting tilt of outside of square, tilt of ROI can be adjusted.

h. By dragging 4 points outside of ROl area, you can adjust size of ROI.

Analysis (&) Patientiage : 51)

Fatien

Measu

BMD (piaf)  BMC{(g) Area (of)
1044 22854 21708

i. If you click “ROI Set" button, ROl is fixed and each of ROl parameter is created.
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Analysis ['_D Patient{Age : 51)
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j. When you want to compare image with previous data or want ROl copy, you

can select ROl Compare button.

Analysis ['_D Patient{Age : 51)

Measurement

Region  BMD(p'af)  BMC{g) Area (of)
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Toned

Zooed
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k. Select desired image for the comparision, and press“ok” button.
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Open Source of Copy

Date Measured
2017-08-23

2017-08-20

2017-08-21 16:27:17

Measure Time
16:27:17

16:27:17

TR T

. By copying selected image and image to be compared, it compares ROI at the

same area.

Vi.

Vii.

Move : This is function to move ROL.

Rotate : This is function of ROI rotation.

Image Move : This is function of moving of ROI.
ROI, Edge : ROI, Edge copy

Only ROI : Only copy of ROL.

Reset : Move to initial ROI location.

Cancel : Comparison, cancellation of copy.
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Analysis (&) Patientiage : 51)

PatientList )
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m. Compares previous date by setting same ROI.
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6.6.17 Image analysis (Orthopedics, Prosthesis Hip)
- Orthopedics and Prosthesis Hip function is used for the patient who has surgery of

Femur with artificial bone in order to measure BMD and evaluate bone status.

& We supply Orthopedic Group 7 Zone for BMD analysis as basic standard

mode, and by dividing 19 Zone we also supply extended zone

A For Prosthesis Hip analysis, we use 4 Zone ROI.

- Orthopedic analysis is composed of Standard Mode’s7 zone and Extend Mode with

19 zone. We supply femoral Shaft BMD and its trend.

a. Click the image of patient on the left side of list.

b. When image is appeared, press ROl set button.

¢. By dragging point in the middle of ROI, adjust overall ROI area.
d. By adjusting point outside the square, adjust tilt of ROI.

Analysis fi_) PatientiAge : 51)

e. In the ROI area, there are total 4 points, you can click each of point and can
adjust size.(when clicking right side of mouse, pop up screen appears and can
select each of ROI)
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Analysis @ eatientiage:51)

Tiasue Thickness 17.70cm
Mods Thin

Regicn  BMD(piaf)  BMC(g) Area (o)
Zone1 1612 aa78
Zone2 1165 430
Zone [E+] 3813
Zonad 1479
ZoneS 1570
Zoned 1326
ZoneT 1008
OuterTotal 1742
innerfotal 1378

f. When clicking ROI set button, analysis result of ROI is displayed, if there is

previous image, ROI trend is also displayed.

Analysis fi_) PatientiAge : 51)

Measurement

Region  BMD(glaf)  BMC{g) Area (o)
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Zoneh 3247 2088
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ZoowT 1.008 3865
Quierfotal 7,143 0re
InnasTotak 1278
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- Analysis of Prosthesis Hip is composed of 4 Zone, and it supplies BMD of Femur
head and its trend
a. For the analysis of femur head after the surgery, select Z4 with ROI activated.
b. Based on Femur head as standard, set ROl and adjust it.
By dragging pointer in the middle of ROI, adjust overall area of ROI.
d. By adjusting pointer outside the square, adjust ROI tilt.
e. There are total 4 points in the ROl area. By moving each of point you can

adjust size.

Analysis fi_) PatientiAge : 51)

Patlent List |

BMD (plaf)  BMC (g) Area (of)
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f. If you click ROI set button, result and analysis of ROl is displayed. If there is

previous image, trend of each area is also displayed.
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* Orthopedics and Prosthesis Hip is applied and used for tracing function of patient after

the Implant surgery for the femur head.

* In case of patient, who did Implant surgery of Femoral head, it is requested to have
frequent testing and BMD test in order to verify whether surgery is properly implemented

or not.
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- It also offers Dual Orthopedics image analysis.

a. Please check whether the measured image of Left Orthopedics and Right
Orthopedics exists.

b. Please choose Left Orthopedics or Right Orthopedics image on the list. Then
click right button of the mouse and check ‘Dual Orthopedics' to operate Dual

Orthopedics mode.
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6.6.18 Image analysis (Study)

Please click the image on the list.
b. Please press ‘ROl set’ when the image appears.

¢. In case that Global ROl is not set, it moves to screen of Global ROI set up.

i, Guide Point : It's a function to set the Global ROl to the same area.

ii. Move : It's a function to move Global ROI.
iii. Rotate : It's a function to rotate Global ROl when the image is tilted.

iv. Crop : It's a function to resize the Global ROI.
d. After finishing the Global ROI setting, please click “Ok” button.

e. You can select the ROl when you click the right button of the mouse on the

image area.
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Analiz @ Patient(Yag : 51)
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& You can set the ROI with clicking left button of mouse in B-Scope mode.

f. Please drag the pointer in the middle to set the ROl that the operator wants
to check.
g. Please use the pointer outside the box to adjust an inclination.

h. Please drag the four pointers in ROl area to resize the ROI area.
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i. ROl will be fixed and shows the value if you click ‘ROl Set' button.
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Analiz fi_) Patienti¥ag : 51)
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j. If you want to compare with the previous data or copy the ROI, please click

1

ROI Compare’ button.
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k. Please click 'Ok’ after selecting the previous data.

162



User Manual
OsteoSys Co., Ltd.
Model Designation: PRIMUS DOC. No. : OT-IFU-PM

Open Source of Copy

Date Measured Measure Time
2017-08-23 16:27:17

T T

. Please compare the ROI on the same area.

i. Move : It's a function to move ROI.

il. Rotate : It's a function to rotate ROI.

iii. ROI, Edge : It copies ROI and Edge. (Copy the right image to left image)
V. Only ROI : It copies only ROI

V. Reset : It resets the ROI to default position.

vi. Cancel : It cancels compare or copy
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6.6.19 Image analysis (L-scope)

a. Please click the image on the list.
b. Please press 'ROI set’ when the image appears.

c. Please click 'L-Scope’ button in ROl edit mode.

= Original Image

d. Please select the type of area and image that you want to analyze.

'© Original Image

I Color Image

Low Energy w

Line w

e. Please drag the left button of mouse on the area image to fix the area that

you want to analyze.
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it

f.  You can check the value and coordinates moving mouse pointer on the right

graph.

g. You can save this graph data with CSV file when you press ‘Export’ button.
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Save s

h. If you press ‘OK' button, it will go back to the precious screen after saving all
the data. And it will save all the analyzed image data when you press ‘ROI set’

after finishing ROI setting.

If you press ‘Cancel’ button, it will go back to the previous screen without

saving anything.
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6.6.20 Image analysis (B-scope)
- Body Scope Mode shows the FAT, LEAN, FAT% of the patient visually.
- In order to manage obesity, it shows FAT (g), LEAN (g), FAT%, etc. in desired

area.

a. When you select the Scope button in the analysis screen, Body Scope

window appears.

Analysis (&) Paventjage :s1)

Patient List ‘-":- . o Body Scope

Lean : 562,650 g
FATX: GAD N

08-23 1717

Body Scope

Fat FAT :1000.210 g

| |Lean Lean : 562.650 g

|| FAT(%) FAT % : 64.0 %

|| FAT Mapping [255)
| | setAlpha

BScope

- FAT : Check the FAT(g) on the desired area.

- LEAN : Check the LEAN(g) on the desired area.

- FAT% : Check the FAT% on the desired area.

- Image box : It shows an image of the corresponding area.
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- FAT Print : Print FAT information.
- Ok : Exit the window.

b. If you choose FAT Print, Print the FAT information of Total Body.
=5

Tetaied;  Popular Diagnostic Centre Lid.
B0 Reeot Popular Diaqnostic Centre Lid 2
b SIS, g W2, DRavmns Rk, Do 1208
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6.6.21 Image analysis (Animal Totalbody)

a. Please click the image on the list.
b. Please press ‘ROl set’ when the image appears.

¢. In case that Global ROl is not set, it moves to screen of Global ROI set up.

i, Guide Point : It's a function to set the Global ROl to the same area.

ii. Move : It's a function to move Global ROI.
iii. Rotate : It's a function to rotate Global ROl when the image is tilted.

iv. Crop : It's a function to resize the Global ROI.

d. After finishing the Global ROI setting, please click "Ok” button.
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e. Please drag the box-shaped button to adjust the shape and size of each ROl
When changing ROI, ROI is adjusted according to the condition.

f.  You can adjust so that each body part can be included in proper ROI. Place
Head-Shoulder separator to the neck, which is above shoulder below chin.
Rib-Shoulder seprartor separates arm and rib. The arms are only contained in
Arm ROIS. Place Vertebra separator to have only vertebra. Side ROIs of
vertebra separator has rib cage. Place waist marker to have only the waistm
not the arm. Place Pelvis Top marker above the iliac crests. Pelvis Side markers
make the pelvis edge crossed femoral necks. Place Leg ROlIs to separate one
leg.

g. ROI will be fixed and shows the value if you click ‘ROl Set' button.
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h. If you want to compare with the previous data or copy the ROI, please click

‘ROI Compare’ button.
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Analysis @ rax
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i. Please click 'Ok’ after selecting the previous data.

Open Source of Copy

Date Measured Measure Time
2020-07-01 10:10:05
2020-07-01 09:53:31

7 .

j. Please compare the ROI on the same area.
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i. Move : It's a function to move ROI.
. Rotate : It's a function to rotate ROI.
iii. ROI, Edge : It copies ROI and Edge. (Copy the right image to left image)
iv. Only ROI : It copies only ROI
V. Reset : It resets the ROI to default position.

vi. Cancel : It cancels compare or copy
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6.6.22 Image analysis (Animal Body Region / Animal HR Body Region)

a. Please click the image on the list.
b. Please press ‘ROl set’ when the image appears.

¢. In case that Global ROl is not set, it moves to screen of Global ROI set up.

3

i. Guide Point : It's a function to set the Global ROl to the same area.

ii. Move : It's a function to move Global ROI.
iii. Rotate : It's a function to rotate Global ROl when the image is tilted.

iv. Crop : It's a function to resize the Global ROI.

d. After finishing the Global ROI setting, please click “Ok” button.

Analysis @ animal

Region BMD(g/  BMC(g) Asea (o)
Tonel o [Ei0] 1006
Toned . L %

Zon0d

Zoned

Zones

2o

Zoow?
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e. Please drag the pointer in the middle to set the ROI that the operator wants
to check.

f. Please use the pointer outside the box to adjust an inclination.
g. Please drag the four pointers in ROl area to resize the ROl area.
h. ROl will be fixed and shows the value if you click ‘ROl Set’ button.

Analysis @ animal

Patlent List )

S Al
™ -2 206
Measurement | = 0715 11:26°07

= 0715 11:18:52

- = 0795 119216

Analysis | 55 0715 11:08:36
- = 0715 103323

= 0715 10:30:05

£ 07-15 10:10:07

+ (BT

= 0715 10,0351

5= 0715 095936

Region BMD(g/  BMC(g) Area (o)
Tonel o &ar L] 131
Toned . < L
Zon0d
Zoned
Zones
2o
Zoow?

i. If you want to compare with the previous data or copy the ROI, please click
‘ROI Compare’ button.

Analysis (@) Animai

™ | Scansus
Patient List |

Measurement |

—
Analysis |

{

\2/\3)

£h'

621om

BIE

Region  BMD {g/ BMC (g)  Asea (i)
Zonel 0687 0944 1373

Tone?
Zoned
Toned
Toneh
Toneb
TonaT

j. Please click 'Ok’ after selecting the previous data.
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Open Source of Copy

Date Measured Measure Time

2016-07-15 11:26:07

2016-07-15 10:33:23

2016-07-15 10:10:17

2016-07-15 10:03:51

2016-07-15 09:59:36

k. Please compare the ROI on the same area.

i Move : It's a function to move ROI.

i. Rotate : It's a function to rotate ROI.

iii. ROI, Edge : It copies ROI and Edge. (Copy the right image to left image)
iv. Only ROI : It copies only ROI

V. Reset : It resets the ROI to default position.

vi. Cancel : It cancels compare or copy
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6.6.23 Image analysis (Sheep Live / Sheep Carcase)

a. Please click the image on the list.

b. Please press ‘ROl set’ when the image appears.

Analysis @ sneepea

Patlent List \

Regon  BMD (g BHGig)
2151
94.32

¢. Please drag the box-shaped button to adjust the shape and size of each ROL
When changing ROI, ROl is adjusted according to the condition.

d. You can adjust so that each body part can be included in proper ROI. Place
Head-Shoulder separator to the neck, which is above shoulder below chin.
Rib-Shoulder seprartor separates arm and rib. The arms are only contained in
Arm ROIS. Place Vertebra separator to have only vertebra. Side ROIls of
vertebra separator has rib cage. Place waist marker to have only the waistm
not the arm. Place Pelvis Top marker above the iliac crests. Pelvis Side markers
make the pelvis edge crossed femoral necks. Place Leg ROIs to separate one
leg.

e. ROI will be fixed and shows the value if you click ‘ROl Set' button.
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Analysis (@) sneepm

Patlent List

&) Shesp Live
£ 3050
Measurement } = 1222170208

1223192056
1223190635
= 1223 164610
= 1223 183443

1220 24T
i 12.23 2230.01
1333 326056
ol b ol e
= j2EINN0 BUD (i) BHC (g

Hiad 1228
Sping 0862
LAib 0542
Lerm ashl
Lieg L
LoTotal 0728
ReRiD 0482
R-dam 078
ALeg a7as
R-Total Q706
<

f.  In case of the pose of sheep is both prone and side, You can choose polygonal
ROI type.

g. If you want to choose Polygonal ROI type, please right click button on the
image. Then select "Polygonal ROI".

Analysis (&) shesprs

™
Patient List |

Measurement |

Analysts |

2.98.om

Thin (Lr)

Region  BMD (g BMGIG  Aea

2ot 0684 1010.08
Zord o061 man 123253
Zoned
Toond
ZoreS
2o
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Analysis (@) sneepm

Patlent List

Thin (L1}

Regon  BUD(pien  BUCIQ)  Arealw T
2one1 o888 101008 148526
Zonez o831 N 123253
Zoned

Zona4

Zones

Zones

ZonaT

h. Click "Draw Polygonal ROI" button and click consecutively on the image where
you want to analyze to create a polygonal ROI. Once you have complated the
RO, click “Draw Polygonal ROI" button again. Finally adjust the ROI with your
mouse and click “ROI Button” again to fix the ROl and calculate a value for
each ROL.

Analysis @ sneepea

= SheEp Live
B 2000
= 12227008
o
1222184010
1303 163138
& Enenp Carcase
& 20
841223132056

1220 24T
Sznzno
1333 326056
ol b ol e
= j2EINN0

Thin (L1}

Regon  BUD(pien  BUCIQ)  Arealw T
2one1 o&a3 100934 148559
Zonez o528 T34 122851
Zoned

Zona4

Zones

Zones

ZonaT
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[ PrinE) \ Close(C) |

| PrintBy Close(C)

IR

180



User Manual
OsteoSys Co., Ltd.

Model Designation: PRIMUS

DOC. No. : OT-IFU-PM

6.6.24

Image analysis (Sheep Cut)

a. Please click the image on the list.
b. Please press ‘ROl set’ when the image appears.
¢. In case that Global ROl is not set, it moves to screen of Global ROI set up.

2

i

i

i, Guide Point : It's a function to set the Global ROl to the same area.

ii. Move : It's a function to move Global ROI.
iii. Rotate : It's a function to rotate Global ROl when the image is tilted.

iv. Crop : It's a function to resize the Global ROI.

d. After finishing the Global ROI setting, please click “Ok” button.

Analysis @ sneepea

Patlent List )

Measure

eghon  BMD(giod)  BHC (D) Ared (s
[EC 14489
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e. Please drag the pointer in the middle to set the ROI that the operator wants
to check.

f. Please use the pointer outside the box to adjust an inclination.

g. Please drag the four pointers in ROl area to resize the ROl area.

h. ROl will be fixed and shows the value if you click ‘ROl Set’ button.

Analysis @ sneepea

Patlent List

1222170204
1222185135
222164010

134

132058
10635
164510
183843
] 135125
= 1223133416
=) Sheap Cut
--E2 2020
SN2 IEAT
s
R P ] 605
ol < | 824
=z

Hegon  BUD (g BUC(Q)  Arealsn T
2one1
Zonez 1080 2140 1989

E®EE @

i.  You can choose polygonal ROI type.

j. If you want to choose Polygonal ROI type, Click “Draw Polygonal ROI" button
and click consecutively on the image where you want to analyze to create a
polygonal ROI. Once you have complated the ROI, click “Draw Polygonal ROI"
button again. Finally adjust the ROl with your mouse and click "ROI Button”

again to fix the ROl and calculate a value for each ROI.
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Analysis (E sheep#d

Fatient List

435em

y T (Hr 2}

Ragion  BUD (g} BWCiD)  Areafaf)
ZTonel - . -
Zonez 1080 2148 1889
Zon -

Zones

Zones

i

Analysis @ sneepea

Patlent List

Hegeon
2one1
Zonaz

Analysis @ sneepea

Fatient List )

= Sheep Live
£ 3050
Measureman = 1222170208
_ 1222185135
1222184010
1303 163138
Carase

& 20
841223132056
= 12-231906:35
- 1203 164610

= 1223133416
=) Sheap Cut
--E2 2020

SN2 IEAT

5 em

ey Thi (Hr 3

BUD (i) B
[EC
1080
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[ PrinE) \ Close(C) |

e P [ i |
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6.6.25 Image analysis ( FIM Study )

- It analyzes FIM Study image of patient after measurement.

a. Click "FIM Study” image which was measured.

b. When you find the image, press ROI set button.

Analysis

c. Press button to go to the FIM Study Analysis screen.
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BScope : This shows the FAT, LEAN, FAT% of the patient visually.
Please refer to “Body Scope” for details.

Line Move : Move the line to ROl You can use Line Scope
analysis on the right graph. Please refer to “Line Scope” for
details.

FIM ROl EDIT : It is a function to adjust the muscles in
subcutaneous fat.

Zone : Select the zone of interest from zone 1 to zone 7.
Image Mode : Please select the type of image that you want to

analyze.

d. BScope Bscope analyzes the FAT, LEAN, FAT% of the patient quantitatively and

e.

visually. You select the area of interest.

The Line Move moves the specified ROI vertically. Move the ROI position while

viewing the right LScope.
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%= 1054
y1815-2515
velug - 8550

FIM ROI EDIT specifies the ROI of the subcutaneous and muscular layers. Look
at the bottom image and analyze the thickness, overall width, and width of
the muscle layer visually and quantitatively.

Perform analysis while changing image mode and image.

i. Low Energy : This shows the Low Energy Image.

Low Energy

ii. High Energy : This shows the High Energy Image.
iii. Fat : This shows the Fat Image.

iv. Lean : This shows the Lean Image.

V. FAT(%) : This shows the FAT(%) Image.

Vi. BMD : This shows the BMD Image.

Thickness : 180.8
Total Width : 236.1

Muscle Width : 1868
(mm)
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i 180.8
361
Muscle Width : 1658
{mem)
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Thickness : 180.8
Total 6.1
Muscle Width : 165.8
{mm)

Thickness : 180.8
Total Wi 1
Muscle Width : 185.8
{mm)
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Total Width : 236.1
Muscle Width : 165.8
{mm)
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Thickness : 180.8
Total Width : 238.1
Muscle Width : 1658
{man)

{mm)

Analysis Nj.:'a PatientjAge : 24)

PatientList

Measurement

Analysis | 0823 162747
- B/ I8
£ 2047
4 0823 182797
=4 .23 162717
M Len Onhogedic
= 2
124 0023 10T

[l Right Ofepemc
= Srmty
=% 1
4 0023 18:3707
12 08.23 183747
121 A Sy
& 3017

Regin  BMDipl. BMCl  Awaian)
Tonet 1941 MEE 14RR
Zonez
Tone3 1743 26130 1482
Zones
Tones

£ 0823 16:27AT
3 Intant TotalBody
S a7
14 0823 16:2747

4 0823 16:3TAT Zones
ToneT
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6.6.26 Using brush.

- Brush removes any elements that can affect the measured values of the image or

is used to include measured values of randomly removed parts.

You can adjust areas for bone, tissue, neutral and artifact images displayed.

o

- o a n

Click a patient’s image from the list.

Once the image appears, click ROl set button.

Click Brush.

Check one of the functions: Bone, Tissue, Neutral and Artifact.

Select the brush size.

Move the mouse to place it on a specific area and paint the color by rubbing
the mouse with it clicked.

Once the area setting is done, click Result.

Check whether coloring is properly reflected in the result in the image.
If it is not done in proper area, click Reset.

It will return to the initial patient image.

If you want to cancel the area setting, click Cancel.

& When the brush function is applied to the original image, it directly affects
BMD or T-score value.

Therefore be careful when using the brush function.
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- Marking the bone region
Use this function when the bone ROI is not detected for calculation.
Analysis (&) Patientiage:sn)

Seas Site
Brush Tool

Measuremen

Analysiz R

[ vreenon |
i~

T-Ecore Z.Scome

18 (83%) 1.7 (25%)
A4 (R0%) 08 (B0%)

B LT ) (35%)

0.2 ¢ 1 .3 {95%)
<1 4 (Ri%) 0.8 (#0%)
-12(87%) 0.7 (2%

12 i88%) 0.7 (52%)
-11(89%) 07 E2W)
-1.0(90%) -0.6{9%)
08 192%) 0 5(95%)

- Marking the Tissue region

Use it to set both Tissues of the Bone.

Analysis  (3) Patientiage :51)

™ Scan Site
Patient Lizt )
Brush Tool

Measurement |

Analysis o

23core

11 (38%)
0.9 (90%)

E ) 0T (§2%)
SL1{0E%) DT 92%)
LO90%) 08 (3%]
DBEIR) 05 (@5%)

- Marking the neutral region

Use it to set regions excluded from BMD calculation.

193



User Manual
OsteoSys Co., Ltd.
Model Designation: PRIMUS DOC. No. : OT-IFU-PM

Analysis Patlent{Age : 51)

Erush Tool

Measurement

Analysis )

T-gcone 2-3e008
AG{RI%)  <11(8a%)

1.4 (83%)

0.9 (51%)

08 E%)

1.4 (85%)

A2{8T%)

-12 (08%)

11(89%)

-1.0 (50%)

1089 0.8 52%)

- Marking the Artifact region

Use it to remove foreign substances on the image.

Analiz @.:I Patient{Yag : 51)

™ Tarama Délgasi

Firga Araci
1] Vartabia
2017
Olglm 09-11 15:42:24

— (08-23 16:27-17]

a
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6.6.27 Use of Image Processing
- To preserve image, use image processing function.

a. Place a mouse on printed image, and click right button.
| L

b. Press Image Processing button to display image processing screen.

[Invertlmages] [ Reset

Brightness

Gammer

0

- Image Reversal: It is possible to reverse an image. It can be reversed between
black and white.

- Initialization: After an image is changed, it is possible to reverse it back to the
original image.

- Closing: Close the image processing window.
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¢. By moving a stick on screen image, it adjusts the contrast of image.
- Moving right or left while clicking the circle in the middle of screen, will change

the image. For a red stick, it will darken the dark section of image.
IIII‘. &~ .‘JI B Fal

mageProcessing

Trwert Images Reset

magefrocessing

vert msges Reset

d. For brightness, move a bar at the bottom to change the brightness of Bone

section.
As the value on the right side increases, image will be brighter. It is possible to

easily distinguish Bone section.
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ImageProcessing

Invert images
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6.6.28 Use of Image Magnification
- By magnifying a particular section of image, it is possible to see it more clearly.

a. Place a mouse on printed image, and click right button.

- Place a cursor on the section that you would like to magnify, and drag the
mouse-wheel to the direction of your choice to magnify the section.

- To reverse the magnified section to the original, drag mouse-wheel to the
opposite direction from user, to reverse it back to the image before

magnification.

198



User Manual
OsteoSys Co., Ltd.

Model Designation: PRIMUS DOC. No. : OT-IFU-PM

If you would not like to use magnification function, click the right button of

mouse, and click zoom button once more.
When clicking right button of mouse, you may or may not use magnification

function depending on whether or not you checked the box of using zoom

button.

ImageProcessing

Zoom

Not using magnification function.

.I| Ci

" -
ImageProcessing
v | Zoom

Possible to use magnification function
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6.6.29 Use of Compare Function

It is possible to compare between previous examination and current
examination.

Date of Current data - 2017-08-23 Date of Compare data - 2017-08-23

]
)

£E00E

'

A )
. :
Image not for diignosis imsganat for dignosis |

e |

n

1. BMD & T-Score Reference 2. Trend
suD giemz) Rederenc 1114 Tseon Date Measured Agefyears) EMD T-5core
142 2
2017-08-23 279 1036 12
130 '
20170823 79 03 2
112 o
108 5 5 a
i o
om - i -2 3. Changes(%)
Gatacearia
om = Left Right Changes{%)
o . B0 1036 1036 00
. . T-Score -1.20.0) -1.20.0) 0.0
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6.6.30 Image Mode ( BCM / RCM / OCM )

- It is a function that can help the analysis by visualizing the intensity of bone.
- BCM / RCM ( Except LVA )
- OCM ( Spine / Lateral Spine support )

1) BCM

- Based on the analyzed T-Score, the color is divided into six equal parts.

Analysis (&) patientiage :52)

Scan Site

- [ &P Spine
B
Measurement 242 1530049

v
& Le#t Famur
- -{Fa Right Femur
&
0823 162747
I TetsiBody
B Latersd Spine
B Le# Forearm
-1 Right Forearm
e a7
B 0823 162747
e
8 Lo Omopeaic
[ Right Crihopadic

A8 Btudy

- FIM Sty

| | Bty

] intara TotsBooy
K Hnee

2) RCM

Analysis (&) patientiage: sz

= 2017
41242 15:38:48
v
0 Lot Fermur
& Right Femar
S 27
S50 0023 162TAT
A Totamony
[ Laterad Spinn
B LemForearm
- Bl Rignt Forearm
& 27
50 0023 162TAT
= I
B Len Ormopadse
1 Fignt Omopedic
e
M FIM Stady
APVA
I wntard TotalDody
LK) Knee
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A7.76 em, 17.16%

| Thin

EMD ()

0524
1028
1084
1094
0578
1015
1038
1.055
1089
1.089

T-8eore 2-8eoen
1" 04
a8 01
0.3 04
0.2 os
08 a2
0.7 0.0
08 (-8}
0.5 02
04 03
0.3 04

17.78 cm, 1T.18%

| Thin

Region
u
w

L
Li42
L1L3
(REF]
L2
L2-L4
L34

BUD (o'}
Qe
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1084
1094
0978
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10885
1069
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TScore  Z-Score
A1 04
08 a1
03 o0&
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07 00
086 a1
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04 03
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3) OCM

- It shows the strength of the bone in the area where the ROl is set.

Analysis I’é‘) patient{Age : 52)

Sean Site
Patient
il AP Spine
2 2T
S 1212 153849
v
B Lot Femur
[ Right Femus
= 20T
S 082316217
i TotaiGiocy
JA Lateral Spine
I Len Forearm
[ oot Farearm
T
|5 00-23 16:27:47
|} R
i Lon Ornopedic
[ Right Orinopedic

17.76 om, 17.16%
Thin

|- N Intant Totaigocy Reglon  BMD (g T-Score  Z-Scors

Il knee 0924 A1 04
1026 08 a1
1004 03 04
1084 02 05
0978 09 EH
1015 o7 0.0
1038 08 o1
1055 - 0z
1089 - 03
1089 - 04
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4) Report
- You can print or send PACS Color Mapping Reports

suan A

e e

.
-
e
i
T
<

o

i -
Y

AP Spine Femur Forearm
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6.6.31 Use of Ruler

- It is a function that provides information about the length in the image.

- Analyzable area : Total Body, Study, FIM Study

Please click the image on list.
b. Please press ‘ROl set’ when the image appears.

c. Please click Ruler Button.

Analysis (@) ratientinge : 52)

Measurement

anatysis .

Thin

Region BMO(pie) T-Scom  T-Score A
Hean 2302
Spine 1548
(E.) 1152
Lok 1108
Lieg 1433
L-Total 1507
RRID 1110

MIR-Am 1108
Releg 1431

MRTotl 1520
Banie 3 i

Analysis I@] Fatlent(Age : 62)

Ruler

Patient List

Region  BUD (g TS0k
Heag 2302
Spine 1549
L-RiE 1182
Lok 1108
Lisg 1433
L-Total 1507
R-Rib 11e
MM 1708
Bleg 141
MATotal 1520
Pabac 1765

e. The upper right corner shows the length for the area.
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6.6.32 View Image Export

- It can be used by activating "Use Viewlmage Export" to Check in the environment
setting.
- There are three types of extensions that can be saved: "BMP", "JPG", and "TIF".

a. Please click Image Export Button.

Analysis test{Age - 50}

] AP Spine
o 20
4’
4 0496 164725
15 0498 180435
1 0408 101 TAS
1 0495 10:00:56
1 0816 100807

[ Lateral Eping |
[ Len Forearm L | TasmeTnickness | 173om 2%
5 B 2021 p 1 e |

0422 F1FE0

B Rchit Focem
e

B Lot Detepaic
1B Fosnt Omesac

Region B (glat)
5] [T
L2 0854
L3 1072
7} 1402

L2 0764

B8 infant TotaBody b . L (25

i oo Lidd 1023

L3 (5]

L2 124

LA 1243

b. Please click Image Export Button.
c. If you click the Yes button, the image containing the ROI is saved, and if you

click the No button, the image without the ROI is saved.

Analysis

Patient List

I i spine
) -2 2021
Measurement | o
- 55 18 1011725
= 18 101435
RS AR 1S
5 B4 100858
£ 0416 10:0607
=02 2019 -
- LomFemur \f Export
e 2019
= 0479 105938
[ Rigrt Famur
EX Totallkedy
g 2019
5 0813 18:0890
Bl Laterai Spine ™
A Lo Fesearm Tumss Thisknes 1732 em, 23 67%
i :?s‘«l 23313200 Mods { Standar iLn
Il gt Forears
} R
i Lof Drthopeds:
[ Right Orthopndic

Rogien DD {ghaf)
£} 05

L2 0054
(&3 1072

L4 1402
Ll 0754
L1 oaTs
L1l 103
L3 [EH
LA i
L34 1243
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6.7 Output and PACS.

Analysis f'l_) PatientiAge : 51)

™
Fatient List )

[ 4 Sping
@ 2007
= 08-22 162707

Print

Trend Send PACS

6.7.1 Result output and PACS connection
- Print out the obtained result.

a. Once analysis is complete, it is possible to print the result on all possible
measurable sections with PRIMUS such as spine, femur, etc. on analysis window.
b. There are 13 types of result format as shown below. Select data in Information.

Check and click ‘Send PACS'.

& The type of result report can be added or deleted depending on software

version.
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(55 Print ) (X Cancel )

d. After selecting a measurement section to print out on analysis window, press

print button to print out the result report.

el ddsys

ot peodue for betler Mo

o

()

m ==
=

(=)

PRIMUS Csteasys

: Hospital logo

: Hospital address, telephone number
: Patient information

: Multiple site #1 result

: Multiple site #2 result

: Comment

: Diagnosis Criterion (WHO, Offer)

~N o U N
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6.7.2 PACS Interlock

& The PACS configuration is explained based on Window 7 environment. If

you are using another version of window, consult with A/S center.

- PACS requirements
- 2 LAN cards (inside PRIMUS PC)
It is required to get a given IP, Subnet mask, and basic gateway assigned from
hospital network (hospital should provide these)
- PACS Server IP and Port (hospital has the following information on PACS server)
- Remote A-title (consult to hospital PACS manager)

- PACS connection method
a. Network Setting
Go to “control panel” on the start-up screen, and then go to "network and

internet”. Among listed items, select the "network selection and work” menu.

(] & Filters ~/'

Best match

Control Panel

Desktop app

Apps
Settings

@' Settings

£ control panel
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[EH Control Panel - [m) x
4 [ » Control Panel v @ | search Control Panel r)
Adjust your computer’s settings Viewby: Category ~
‘ System and Security 51 User Accounts
Re status
Ch, it typ
ur files with File History & Chenge sccount type
ousT) T
&9 Appearance and Personalization
sl Network and Internet
\ng View network status and tacks i Clock L d Regi
Choose homegroup and sharing options 4l &'ock Language, and Region
3 Addl 3 language
— 2 ot = . Change input methods
ﬁe View devices and printers Change date, time, or number formats
Add a device
Adjust commonly used mobility settings Ease of Access .
Let Windows suggest settings
Programs Optimize visual display
[] Uninstall a program
3 Network and Internet - [m] x
« « 4 @ » Control Panel » Network and Intemet v @ | search Control Panel )

Control Panel Home Rl DLlot ) - 1 1t

Connect to a network

View network status and tasks

View network computers and devices

System and Security
* Network and Internet .‘ HomeGroup

Lordware and Sound Choese homegreup and sharing options

Internet Options

Programs
Change your homepage

Manage browser add-ons | Delete browsing history and cookies

User Accounts
Appearance and 5% Infrared
Personalization U

@ QI Z(R) PROSet/ 241 &1

Send or receive a file
Clock, Language, and Region

Ease of Access

b. Setting LAN Card

If there are two LAN cards inserted, local domain is divided in half as shown
below. One of the two connections is a LAN card that communicates with the
equipment, and the other is used in PACS. If it is not clear which LAN is for which,
pull out each cable to see local domain that is connected to the equipment.

(make sure the equipment is turned on.)
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%* Network and Sharing Center - O X

<« v %X+ Control Panel » Network and Internet » Network and Sharing Center v O Search Control Panel y

View your basic network information and set up connections
Control Panel Home

View your active networks

Change adapter settings
Change advanced sharing iptime 2 Accesstyge: loternet
settings Public network Connections: [ Ethernet 3
Change your networking settings
%E. Set up a new connection or network
Set up a breadband, dial-up, er VPN connection; or set up a router or access point,
= Troubleshoot problems
Diagnose and repair network problems, or get troubleshooting information.
See also
HomeGroup
Infrared
Internet Options

Windows Firewall
SIE(R) PROSet/ 241 £

c. To connect with the PACS network of hospital, choose local domain connection2
(a domain that is connected with the equipment). When property window pops

up, click Internet Protocol (TCP/IP), and click Properties.

0 Ethernet 3 Properties x

Networking  Sharing

Connect using

@ ASIX AXEE179 USB 3.0to Gigabit Bhemet Adapter
This connection uses the following items:

IE'(Ilient for Microsoft Networks A
:E' File and Printer Sharing for Microsoft Networks

X
R Intemet Protocol Version 4 (TCP/IPv4)

o
. Microsoft LLDP Protocol Driver
. Intemet Protocal Version & (TCP/IPvE) W
€ >
Install... Uninstal Properties
Description

Transmission Control Protocol/Intemet Protocol. The default
wide area network protocol that provides communication
across diverse interconnected networks.

oK Cancel
d. Enter the given IP address, Subnet mask and Gateway information to connect

with PACS server in hospital, and press enter button. (You should ask the

PACS manager of hospital.)
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Internet Protocel Version 4 (TCP/IPwd) Properties *

General

You can get IP settings assigned automatically if your network supperts
this capability. Otherwise, you need to ask your network administrator
for the appropriate IP settings.

() Obtain an IP address automaticall

IP address: . . .

(®) Use the following DNS server addresses:

Preferred DNS server: l:l
Alternate DNS server: l:l

[validate settings upon exit Advanced...

Cancel

e. To check the connection with PACS server inside hospital, press window start
button and click run. When a window pops up, enter CMD, which will show

in DOS mode as shown below.

f.  Enter the PACS connection IP from hospital as shown below.
ex)|C:#>ping 192.168.20.3
Enter the given IP from hospital at 192.168.20.3 IP.

211



User Manual
OsteoSys Co., Ltd.

Model Designation: PRIMUS DOC. No. : OT-IFU-PM

B8 Command Prompt — m} X

Enter the following command, and its relevant contents will pop up in PC.
The message of ‘Reply from (IP address): byte=32 time=128" popped up in 4
occasions,

If "Packet: Send = 4, Receive = 4' shows up, it is normal.

If "Packet: Send = 4, Receive = 4, Lost = 0’ shows up, it is also normal.

If Lost is not zero (0), it means that there is an issue. Thus, make sure to
check IP, Gateway, Subnet mask, etc.

Run the user program (PRIMUS).

Go to configuration screen.

PRIMUS

The Evolution of X-ray Absorptiometry

. ©
Exi

- = o
° Configuration
Measurement d 4
Daily Test Database s

Click DICOM tab on configuration screen, to enter PACS server IR Port

number and A-title.
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Configuration

Setting Advance Setting Reference Hospital Comment DICOM Report View  Card Reader Measure Sarcopenia

Storage Server * This setting is not used in OIS
e [127.001 Port | 3000
Remote ATitle | PACSSERVER Local ATitle | PRIMUS
Worklist Server * This setting is not used in OIS
w 127.001 Port |3000
Remote ATitle |PACSSERVER Local ATitle | PRIMUS
Modality |EM Scheduled Station AET
Query
[ Date
( O Today ® A week
Modality |BM ~ 10aay
O Two weeks O Custom
Option
[ Doctor Selection ON/OFF [ study 1D Combination ON/OFF
[ edit Accession Number ON/OFF ] use InstanceMumber ON/OFF
PACS Type (®) Report O Simple

EAuse OIS instead of built-in DICOM Feature [ Patient Edit on Worklist ON/OFF

PG File Path
B |CwUsersseIYH#PicturesPACS Path

e || oy

& To use OIS, check the “Use OIS instead of built-in DICOM Feature” check
box. After that, set it as below.

a. Run the OIS Engine program.

b.Open the Settings window with the Options (O) -> Configuration (C) menu.

c. Click the Worklist tab on the setting screen and set the above information.

d.Please refer to OIS Engine manual when setting.

& In order to use PACS, make sure to enter correct A-Title, IP and Port in

Storage server. (Make sure that it is case-sensitive.)

k. If you would like to change Modality in hospital, you should receive the
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Modality from PACS manager.
. After completing the above configuration, run user program. After selecting
the examinee who would like to send a result through PACS, go to analysis

screen.

B i W £ T ——
("V'send ) (X Cancel)

m. Among those chosen examinees, select the measurement section to send,
and click PACS button, which will open Report Page window.

n. After selecting measurement section to send, click Send button to send it.

o. If not successful, a message will pop up as shown below. In this case, check

if storage server is correctly entered on configuration window. Then try again.

p. If successful, a message will pop up as shown below.
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File Transfer Success.

& If PACS transmission continues to fail, check the DICOM server of hospital.

If there is any abnormality, call our A/S center.

& When sending PACS, only Secondary Capture Image data are sent. To send
a Structured Report or HL7 message, you must send it manually. Please check the

OIS Engine manual for manual conversion and transfer method.
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6.7.3 Worklist Interlock

- What is Worklist?

Worklist is defined as a function that changes examinee’s basic data into database
(which is to be kept in hospital database), and that provides the examinee’s data

from all PCs that are connected to server. It is not allowed to change examinee’s

information from local PCs.

DOC. No. : OT-IFU-PM

- Program Setting for Worklist Users.

a.
b.

a o

Run PRIMUS user program.

From the main screen of PRIMUS, go to configuration.
Select the last DICOM from the configuration window.
Ask hospital personnel or hospital OCS manager to provide the following

information, and enter them. (Those that are filled in the figure is an

example. Therefore, each hospital has different IP PORT, etc.)

Configuration

Setting Advance Setting Reference Hospital Comment DICOM  Report View

513(399 Server
e |127.0.0.1

Remote ATitle | PACSSERVER

Worklist Server
p 127000

Remote ATitle | PACSSERVER

* This setting is not used in OIS
port | 3000

Local ATitle | FRIMUS

* This setting is not used in OIS
Port |3000 '

Local ATitle |PRIMUS

[ Doctor Selection ON/OFF
[ edit Accession Number ON/OFF
PACS Type

(®) Report

Modality [EM Scheduled Station AST |
Query
[ Date
r O Today @ A wesk
Modality |BM D Today e
O Two weeks O Custom
Option

[ study 1D Combination ON/OFF
[ use InstanceNumber ON/OFF
O simple

EAuse OIS instead of built-in DICOM Feature

[ Patient Edit on Worklist ON/OFF

JPG File Path
M | cwuserswrvhmpictureswraCs

Bath

Cancel

Card Reader Measure Sarcopenia

Apply
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e. For Local A-title of PRIMUS, it notifies OCS manager that it is “PRIMUS".
However, it is not allowed to change A-title.

f.  For Modality, “DX" is a default value, which is allowed to change.

g. Press OK button to store the set value.

A To use OIS, check the “Use OIS instead of built-in DICOM Feature” check
box. After that, set it as below.

a. Run the OIS Engine program.
b. Open the Settings window with the Options (O) -> Configuration (C) menu.
C. Click the Worklist tab on the setting screen and set the above information.

d. Please refer to OIS Engine manual when setting.

& In order to use WORKLIST, make sure to enter correct A-Title, IP and Port in

OIS Engine configuration. (Make sure that it is case-sensitive.)

h.  Go to examinee's list and press the button for examinee list. As shown in

the figure below, press Worklist button at the bottom of examinee's pop
up menu.

Patient List 2, Demo: The number of patients(1)

. nt Name ender Ethnicity BrthDate Height v Regist Date
Patlent List

(22 poctorselection ) | § KOREAN 1966-06-06 166.0 cm 2017-08-23

= ;
Measurement ) - Add
/

Analysis )

P Workiist

i.  Conditional window will pop up to bring up examinee’s list as shown in

the figure below. When Use OIS option is set, The window of OIS Engine
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Program will pop up.
The conditions can be searched with name, ID, and date. The default is to
bring up the worklist with date. The date should conform to the setting in

query items for No. d.

WorkList

Patient Name | |
PatientiD | |
Regist Date v  Today @ Aweek
) Two weeks (| Other
Modality From (2017-12-05 |

. zmTEmEm

j. Enter the search conditions and press OK button. Then it will display the
list of examinees who match the conditions registered in the server. When

Use OIS option is set, list of examinees will be on the OIS Engine program.

& If there is no matching examinee or if the server is not connected, it is not
possible to bring up the Worklist. In this case, check if the information from OCS

manager is correct. Then change search conditions for another search. If it

continues to fail, contact our A/S center.

k. In connection with the list displayed in the PRIMUS user program, the
existing subject list is replaced with the Worklist patient data list being
searched as shown below.In case of bringing up the Worklist that matches
with search conditions, the existing examinee’s list will change into the
Worklist.
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PatientList & Demo: The number of patients(1)

RegetDate  ProcedurtDess  Schdvied 5
ROOM]
ROOM]
ROCM
RO
[
ROOM
ooy
ROOM
ROOML
ROOM]

I If there is no examinee who matches with a search condition, it will print
out nothing.

m. If the server is not connected, if you enter an incorrect search condition
or if you see an error message from the OIS Engine, check that the server
is connected or the DICOM settings are correct and try again.

n.  When canceling the Worlist list, click the Worklist button again if Use OIS
option is set.

0. For more details about OIS Engine, please refer to the manual of OIS

Engine.
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6.8 Database.
6.8.1 Backup and restoring.
- You can restore data through backup.

- Backup
a. Select Database menu in the main screen.

PRIMUS

The Evolution of X-ray Absorptiometry

-

o
. @ Configuration

Measurement
Daily Test Database

b. When the window opens, click Backup button.

\ © Backup !
(4« Restore ’

N

(" %X Ccancel )

¢. When Save dialog box opens, save it in a basic file name or user file name.
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d. Basic file saving path is [./Backup].
e. Set the file name and click ‘Save’ to save the file.

Diizenle + Yeni klasér Bz - 0

B Masaisti = : =
= Be‘geler kltapllgl Dizenleme dlgiti:  Klasér ~
& Son Yerler WH <

55 Kitapliklar Ad Degistirme tarihi Tar Boyut

% Belgeler Aramanizla eslesen 8ge yok.
Miizik
[&=| Resimler

B video

1M Bilgisayar
&, Verel Disk (C3)
a Yeni Birim (D:)

i e Saneae T ¢ ] r
Dosya Adi:  Backup_20170911 1628 -
Kayit tird: | PRIMUS DB(* fanadb) .]
o o . N
& Klasorleri Gizle [ Kaydet ] I Iptal ]

f. Go to back up and click Run.

C:#Program Files (x86)WOsteoSysWPRIMUSHWBa ( ™ Open )
o ————————————————
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g. 3 files have been created and each file contains information on DB and

images. (In the folder created by file name when saving, image files will be

stored.)
il | = | Backup - m} X
Home Share View hd 0
“« v A4 | » ThisPC » OS(C) » Program Files (xB6) » OsteoSys » PRIMUS > Backup v 0 Search Backup -l
- — - -
& Quick access
. [ ] Backup_20171205_2335_Img 12/5/2017 11:35 PM File 22KB
Documents -
[7] Backup_20171205_2335.fanadb 12/5/2017 11:35 PM FAMADE File 1KB
¥ Downlozds [} Backup_20171205_2335_Doctor 12/5/2017 11:35 PM File 1KB
] Pictures - | Backup_20171205_2335 12/5/2017 11:35 PM File folder
<@ OneDrive
! This PC
Documents
i 0S(C)
- Local Disk (D)
() DVD RW Drive (E:)
- SEH = OIS
_‘ Metwork
4 items Bz =
Restoring

a. Select Database menu in the main screen.

b. When the window opens, click Restore button.

T T r—
@ Backup )

(" #: Restore )
e Import )

(= Export )

S e )
(% cancel y,

c. When Open dialog window opens, move to the path where the
backup file is saved, select the backup file you want to restore and

click Open button.
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<% Open x

Search Backup 2

o @

Date modified Type Siz

4 || « OsteoSys » PRIMUS » Backup » v B

Organize * New folder Bz -

A Name
b Quick access

Documents +
* Downloads
[&=] Pictures *

D Backup_20171205_2335.fanadb 12/3/2017 11:35PM  FANADE File

¢ OneDrive

3 This PC
Documents
W 080
- Local Disk (D3]

(' DVD RW Drive (E:) N 5

- \ PRIMUS DB{* fanadk) -

Open Cancel

File name:

Go back to database window and click run

C:#Program Files (x86)WOsteoSysWPRIMUSHWBa { ™ Open )
_—,,

Restoring is complete.
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& The data will be restored with the backup data, so current data will be
deleted completely. During the restore process, the current data will be backed up

automatically.
“Backup_current date” folder will be created on [../Backup] directory.
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6.8.2 Import and export

- Use database of compatible equipment by other companies to apply to PRIMUS.

- Insaving in txt, file to import data of GE equipment, output format should be based
on Patient List and select Patient data and full exam history for detail setting. Other

settings may not work for import.

- Import

a. Click Database in the main screen.

R e N
(@ Backup )

(4§ Restore )

(T mport )

)

When you click Import you will see our products choice.

TP P e —
( PRIMUS )

L B Y TP e N,
(" EXCELLUS )

s~
{ DEXXUM )

—_—————
|'( GE ]

("€ Back ) ( X Cancel )
e — R
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¢. Select the prepared database and click Open.(The same as Restore “c”)

<4 Open *
T |_!| <« OsteoSys » PRIMUS » Bagkup » v O Search Backup »r
Organize v New folder =~ [ o
» -~
Documents - " MName Date modified Type Size
‘ Downloads * || Backuyp_20171205_2335 12/5/2017 11:35PM  File folder
[=] Pictures + I || Backup_20171205_2335 fanadb 12/5/2017 11:35PM  FANADE Filel
@ OneDrive
[ ThisPC
Documents
= 0s(C)
- Local Disk (D:)
() DVD RW Drive (E) wll= >
File name: ~ |\ PRIMUS DB(*.fanadb) ~ |
Open Cancel |

C:#Program Files (x86)WOsteoSysWPRIMUSHWEa ( ™ Open :]

-/ |

Y

X Cancel )
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- Export

a. Like Import, click Database in the main screen.

T T ETT—
(@ Backup )

( #* Restore )

;-

i Import )

= Export )

(%X Cancel )

b. Choose the method you want to send the data

c. Click Excel or E-Mail and choose the data.

Department
Demo
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d. In case of Excel
Set the folder you want to save and make the file name. (Exactly the same as

restore C)
<%, Save As x

A | « OsteaSys » PRIMUS » Backup v O Search Backup »

Organize = Mew folder [z - 0
-~

( Name Date maodified Type Size

b Quick access
Documents
* Downloads o
[&] Pictures *

.| Backup_20171205_2335 12/5/201711:35PM  File folder

4@ OneDrive

& This PC
Documents
£ 05(C)
- Local Disk (D)
(. DVD RW Drive (E wla 3

File pame: |Export 20171205 233%.cov v

Save as type: | Excel(*.csv)

# Hide Folders > | ‘

C:%Program Files (x86 )M OsteoSysWPRIMUSYBa: ™ 0 pen )
|————————————————————

%

T — —
(v Run ) |’ X Cancel )

e. In case of E-Mail
Write the E-Mail address and send the E-mail.
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(€ Back ) Run ("X "Cancel )

- Import (GE & Hologic data)

i. This section explains how to import into PRIMUS. When importing data,
import database and import DICOM file.
ii. Support Site and Data

Database GE HOLOGIC
AP Spine BMD, T-Score, Z-Score BMD
BMD, T-Score, Z-Score BMD
BMD, T-Score, Z-Score BMD
Lateral Spine BMD, T-Score, Z-Score BMD
Total Body BMD, T-Score, Z-Score, Bone BMD, FAT Mass, LEAN Mass
Mass, FAT Mass, LEAN Mass
LVA Anterior  Height, Middle None
Height, Posterior Height
Orthopedic Hip BMD, T-Score, Z-Score None

iii. Insufficient data (images, etc.) can be compensated through DICOM data.

A NOTE: The DICOM Import described here uses multiple files to import. To
modify DICOM Import by itself, check DICOM Import under View.

iv. GE Database
i. Copy the text files saved in the Database Export step to your PC.
ii. Click Database on the main screen.

iii. In the window that appears, click Import.
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R e B
@ Backup )

("% Restore )
- Import "}

’_'_'_'_-_"_'—-\
ﬁ Archive

("% Cancel )

iv. Click the GE button.

PRIMUS

EXCELLUS

T —
( DEXXUM )

GE )

HOLOGIC

@ Back |/ X Cancel )

V. Make sure there is no check mark in the DICOM check box, and

select the doctor that will be responsible for the imported data.

e F i i e N
{ ? Back ) |/ v Run \| { X Cancel )

vi. Click the Open button.
vii. In the file selection window that appears, specify one copied text file.
viii. Click the Run button to proceed with the import. It may take a long
time to proceed.

ix.  When the import is complete, click the Finish button.
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X.

Repeat steps 2 through 9 for the remaining text files in the same

manner.

V. GE DICOM Files

.2.

Vi.

Copy the DICOM files saved in the DICOM Files Export step to your
PC.
Click Database on the main screen.

In the window that appears, click Import.

T
L @ Backup )

(T Import )

[ Export

( l'_* Archive ____,

|’ X "Cancel ‘l

Click the GE button.

PRIMUS

EXCELLUS

’ 5\
{ DEXXUM g

. N
{ GE y

( HOLOGIC

("% Back ) (X Cancel )

Modify the DICOM check box so that a check mark appears.
Select the doctor who imported the GE Database.
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C:iUsersOsteaSysWAppDataRoaming'WOsted () agbo]. |

HOLOGIC_... £ DicOms

=TT T T,
€ Back ) f v Run ) ( X 'Cancel )

vii. Click the Open button to select the directory where the GE DICOM
file is stored. If you have imported GE DICOM data from the same
PC, select the default directory.

viii. Click the Run button to proceed with the import. It may take a long
time to proceed.

ix. ~ When the import is complete, click the Finish button.

vi. HOLOGIC Database
i. Copy the Patient Database saved in the Database Export step to your
PC.
ii. Click Database on the main screen.

iii. In the window that appears, click Import.

T T Y
L @ Backup

("€ Restore )

(F import )

(™ Export

©@ Archive

("X "cancel )

iv. Click the HOLOGIC button.
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V.

Vi.

Vii.

viii.

r PRIMUS
EXCELLUS

Ir DEXXUM

I"- b, G E .
(" THoLoeic )

T— per———
("€ Back ) ( X Cancel y,

Make sure there is no check mark in the DICOM check box, and

select the doctor that will be responsible for the imported data.

DoctorlD MName

23 GE_TEST
HOLOGIC_...

(€ Back )AL v Run )AL X Cancel

Click the Open button.

In the file selection window that appears, specify the copied Patient
Database.

Click the Run button to proceed with the import. It may take a long
time to proceed.

When the import is complete, click the Finish button.

vii. HOLOGIC DICOM Files

Make a folder on your PC and copy the DICOM files saved in the
DICOM Files Export step. If you have imported HOLOGIC data from
the same PC, you do not need to process it.

Click Database on the main screen.

In the window that appears, click Import.
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Vi.

Vii.

viii.

R e B
- @ Backup )

("% Restore )
(= Import )

N,
(@ Archive )

("X "cancel )

Click the HOLOGIC button.

PRIMUS

EXCELLUS

R
{ DEXXUM g

-
( GE )

e e S ——p
( HOLOGIC )

( Back ) |/ X Cancel )

Modify the DICOM check box so that a check mark appears.
Select the physician from which you imported the HOLOGIC
Database.

y T ————
CifUsersttOsteoSysttAppDatatifRoaming®tOste () agb el |

DoctorlD

23
HOLOGIC_... £ DicOms

~— ... Y¥Y¥.. Y. . 3
(€ Back ) [ 7V Run ) ( X Cancel )

Click the Open button to select the directory where the HOLOGIC
DICOM file is stored. If you have imported HOLOGIC DICOM data
from the same PC, select the default directory.

Click the Run button to proceed with the import. It may take a long
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time to proceed.

iX.  When the import is complete, click the Finish button.

viii. View
i, After the import, the patient data and the measurement data have

been added to the program. Select the imported measurement data

and the following window will appear.

i. The following six operations are available in other company data view
windows.
1. Check the data imported from the database
2. Check the trend of data imported from the database
3. Check the image imported from the DICOM file
4. Print the image imported from the DICOM file
5. Check for additional data imported from DICOM files
6. Import a Single DICOM File
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& NOTE: Total Body can be checked the BMD or Composition data by

switching the notation.

BMD

& NOTE: Trend currently only supports BMD

Check the data imported from the database
You can check the data imported from the database in the table below

the trend graph.

Check the trend of data imported from the database
If you select the data in the table, you can check the trend of the region

in the graph.

& NOTE: Trend currently only supports BMD

i. Check the image imported from the DICOM file

i. The image is displayed in the area to the left of the trend graph. You

can check the image by dragging the image area.
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Fermale
Asian
L 0o
155.0 kg ! M % @ @ nnﬁsn;;mmin I T

Fracture Risk
21.06.1975 - O Mot Increased  lincreased [ High

Imags net for disgnostic use

T—scors vs. Asizn Famale. Sourca:Native Japansss Hafarai

118 x 138 Z-zcors ve. Asien Famals. SourcetNative Jepansss Asfars

k=1.25,d0 =51.7

DAP: 1.7 cGyscm?

18.July 2016 - AOT191608 Results Summary:

f Lumbar Spine

27.02.2020 11:20 Region  Area ‘BMC ‘ BMD T PR (Peak

[cm?] [{9)] [g/cm?] | score Reference)
ol: LumbarSpine

15| 965 | 083 | 06|
05.03.2020 20:14

1229 11.38 | 0924 | 05|
MISO MEDICAL
1aie] 1| W'OO| 02| (w1 ke ) (5T Print ) (R Ext )

iii. Print the image imported from the DICOM file
iv. Click the Print button when the image is displayed. You can then

print the image as shown below.

Print(P) ‘ Close(C) |

(s b [mEmmTE |
mwiiob [EHEODE
ey |

Ll

[Commars | |
[Softrere verckore [1360F |

HOLOGIC

V. Check for additional data imported from DICOM files
Vi. If there was additional information in the DICOM data, the data is

displayed when you click the Info button.
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vii. Import a Single DICOM File
viii. To represent another DICOM file in the data you are viewing, do the
following:

1. Click the Import button.
2. Select the DICOM file to import.
ix.  After importing the DICOM file, the image is replaced with the

imported image.

238



User Manual
OsteoSys Co., Ltd.
Model Designation: PRIMUS DOC. No. : OT-IFU-PM

6.8.3 Archive.
- You can copy or move all the measurement data and patients data in HDD
onto Archive direction (CD/DVD).

a. Select Database menu in the main screen.

PRIMUS

The Evolution of X-ray Absorptiometry

s

ey
. @ Configuration

Measurement
Daily Test Database

b. When the window opens, click Archive button.

( © Backup y
{ £ Restore ‘

N

- Import )

| - Export _’__

.

-
w
t e Archive

"

( ® Cancel

¢. When Save dialog box opens, save it in a basic file name or user file name.
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E:ft w f‘

e —

P Refresh )

d. Basic file saving path is [DVD RW].
e. Set the file name and click ‘Save’' to save the file.

< 2 Burn to Disc

Prepare this disc

Disc title:

Recording speed:

Mew files being burned to the disc will replace any files already on the disc if they have the
same name.

[Jclose the wizard after the files have been burned

f. Go to back up and click Run.

Et 4 (™ Refresh )
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g. 3 files have been created and each file contains information on DB and

images.
I [~ = | Drive Tools  DVD RW Drive (E:) Dec 05 2017
Home Share View Manage
- v A » ThisPC » DVD RW Drive (E:) Dec 052017 » v O
a2 Marme Date modified Type
~ 3 Quick access
| Documents ~ Files Currently on the Disc (28)
; Downloads Backup_20171205_2344 /5/2017 11:44 PM  File folder
S | | Backup_20171205_2344 fanadb [5/2017 11:44 PM  FAMADE File
=/ Pictures
| | Backup_20171205_2344_Doctor /32017 11:44 PM  File
@& OneDrive | | Backup_20171205_2344_Img /5/2017 11: 44 PM  File
~ [ This PC

|| Documents
m O5(C)
- Local Disk (D)
> DVD RW Drive (E:) Dec 03 2017

29 items
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6.9 FRAX
- FRAXis used to predict the patient’s fracture risk in 10 years based on T-score
and Z-score, also the patient's lifestyle and medication. The result of FRAX
predicts Femur fracture and other major osteoporotic fracture such as spine,
forearm, femur, and shoulder
- FRAX is made by WHO (The World Health Organization) to evaluate fracture
risk. Therefore, you can get the same information from the website below.

http://www.shefac.uk/FRAX/

& In order to use FRAX the patient’s age must be older than 40 years and also

need to measure femur before.

a. After Click Add or Modify menu when you use patient list.

= (e
(22 Doctor Selection ) (" 2%  Doctor Selection )

| '( * Add y i f ¥ Add )

f o Search ‘ f o Search

(B vy ) || (B weaw )

" Delete ) ||| O Delete
(P Worklist (P Worklist

FRAX window is activated when the patient is 40 years or more after the

data input, you can enter the FRAX information.

Patient New FRAX®

Doctor's Name MenopaL 4 No  (ves Ethnicity South Korea v
PatientlD 13 Eciy
e || Alcohol 3 or more units/day
Ethnicity KOREAN - || Current Smoking
BirthDate |:||:| | | Previous fracture
Gender @/ Female "I Male | Parent Fractured Hip
Height ft
. l:l o @ __|Glucocorticoids
W okg es
| |Rheumatoid arthritis
e cwn e
o T-Score
1 Z-Score

b. In case of analysis, go to Femur column and click HA tab and write FRAX

information.
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C.

This is the format of FRAX that we provide.

Patient list window.

L
L
L
L
L
L
L
o)
(©]

Analyze window

FRAX® (Frarturae Risk)

Ethnicity South Korea 16 I

|| Alcohol 3 or more unitsiday
["] current Smoking
[ ] Previous fracture

[ ] Parent Fractured Hip (:)
[ | Glucocorticoids 1
[ | Rheumatoid arthritis

|| Secondary osteoporosis
| T-Score

1.[2.46% ] Prediction of Major Osteoporotic

2.[90.93% ] Prediction of Major Osteoporotic A~
3.[0.20% ] Prediction of Hip Fracture (4 )
4.[90.83% ] Prediction of Hip Fracture

i.  You can choose the patients risk factors to predict fracture risk individually as

below

Alcohol 3 or more units/day

If you drink more than three cups of drink per day, check it.

The amount of 1 cup is different from countries to countries but it is about
8~10g of alcohol. For instance, beer (285ml), soju (30ml), wine (120ml),
Aperitif (60ml).

Current Smoking
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Vi.

vii.

Check if you smoke currently.

Previous fracture

Previous fracture here means the fracture occurs after being adults or the
fracture that normal healthy people usually don't get.

Parent fracture hip

Check if either mother or father had or is having the hip fracture.
Glucocorticoids

Check if you took Glucocorticoids more than three months or if you are
taking oral glucocorticoids now. If you take Prednisolone more than 5mg
per day, check it as well.

Rheumatoid Arthritis

Check it if you have Rheumatoid arthritis.

Secondary arthritis

If you have strongly related diseases with osteoporosis then check it.
Type 1 diabetes, osteogenesis imperfect adults, not cured hyperthyroidism
for a long period, hypogonadism, early menopause, chronic malnutrition
or malabsorption, chronic liver disease, etc: these diseases can be the

example of strongly related diseases with osteoporosis.

Measured Femur’s T-score and Z-score will be automatically displayed.

Choose one from these two choices.

You can choose ethnicity. If there’'s no exact ethnicity of the patient, choose

the most similar one.

Show the result of the prediction. Click calculate then the program will show

the result according to the risk factors that you checked.

Prediction of major osteoporotic(BMD)
It indicates the calculated probability of major osteoporotic with the value
of BMD.

i. Prediction of hip fracture (BMD)

It indicates the calculated probability of hip fracture with the value of BMD.
Prediction of major osteoporotic

It indicates the probability of major osteoporotic based on BMD and the
risk factors.

Prediction of hip fracture

It indicates the probability of hip fractures based on BMD and the risk
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factors.

d. FRAX screen (part)

[
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7 PRIMUS-related documents

7.1

DOC. No. : OT-IFU-PM

PRIMUS detail specifications
Category Description Note
Main body
Manufacturer OsteoSys
Model name PRIMUS

Grade and type

Class 1, B type device

Product size

2790(W) x 1075(D) x 1255(H)mm
or 2100(W) x 1078(D) x 1246(H)mm

Weight

195kg or 165kg

Input voltage and frequency

100-120/ 220-240 V~, 50/60Hz

Power consumption

700VA

Expiration date

Semi-permanent

Max. loading weight 230kg
System Max. Tube voltage 83kV
Detector cover attaenuation rate < 0.3mmAl
X-ray generator(HTB-1003)

Max. tube voltage 90kV

Max. tube current 3.0mA

Input voltage and frequency

100-120 / 220-240 V~, 50/60Hz

X-ray tube(OPX/105)

Max. tube voltage 120KV
Max. tube current 15mA
Lowest Currnet Time product TmAs (0.2mA, 5seconds)
Focal spot size (NOMIAL) 0.5mm

Cathode Tungsten filament
Anode angle 5°
SID Distance 660mm +5%

Nominal X-ray output

83kV *3mA = 249W

X-ray generator(Q1AA-030)

Max. tube voltage

90kV

Max. tube current

3.0mA

Input voltage and frequency

100-120 / 220-240 V~, 50/60Hz

X-ray tube(DF-151SBR)

Max. tube voltage

110KV
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Max. tube current

15mA

Lowest Currnet Time product

TmAs (0.2mA, 5seconds)

Focal spot size (NOMIAL)

0.5mm

Cathode Tungsten filament
Anode angle 16°
SID Distance 660mm +5%

Nominal X-ray output

83kV *3mA = 249W

Detector

Sensor

Semiconductor detector

Daily Check Phantom

Manufacturer OsteoSys
Size 195(W) x 200(D) x 50(H)mm
Performances

Reproducibility of the

Radiation output

< 0.05 CV (56 CV%) (Count)

Reproducibility of tube voltage +10%
Reproducibility of tube Current +20%
Reproducibility of Radiation time | £10%

Reproducibility of BMD&FAT

<1.5 CV% (in vitro)

Accuracy of BMD

+ 10 % (Based on BFP)

Precision of BMD&FAT

<1.5 CV% (in vitro)

X-ray radiation time

Spine (about 21 sec)

Leakage radiation

Below 1T mRem (5m distance)

Use environment

Operating temperature

18-27°C

Optimal humidity

20~80%

Optimal pressure

800 ~ 1060 Hpa

Impact

Within 2G in 6 X 10-3sec

Storing temperature

Above -20°C below 50°C

Storing humidity

0% ~ 90%

PC Specification

Use more than
Window 7, LAN, USB 2.0

Max. Operating time /

Min. Rest time

Max. operating time: 5 min.

Min. rest time: 3 min.
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7.2 PRIMUS radiation-related documents
7.2.1 Aluminum equivation (PRIMUS’ aluminum equivation)

X-ray tube(OPX/105)

Aluminum filter r 2.0mmAL/75kV

X-ray tube inner filtration 0.5mmAL/75kV

Total Filtration Equivalence 2.5mmAL/75kV
X-ray tube(DF-151SBR)

Aluminum filter 2.0mmAL/75kV

X-ray tube inner filtration 0.8mmAL/75kV

Total Filtration Equivalence 2.8mmAL/75kV

7.2.2 Radiation amount leaked outside
PRIMUS' radiation amount leaked outside is shown below:
Set up HFG : 83Kv, 3.0mA
3) Tube specification
X-ray tube(OPX/105)

meax18 140

200015
T

&

A3Te
_ P4Pas

- | =

—
|
|

Weight: about 12509
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X-ray tube(DF-151SBR)

Unit: mm

mp CENTRAL X=RAY

‘il = — rH = CENTRAL X-RAY

Weight: 1250g
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X PRIMUS does not require any external shielding

NO Position Value of measured scatter radiation(uSv/hr)

A 3.18 uSv/hr

1.56 uSv/hr

1.35 uSv/hr

3.15 uSv/hr

8.34 uSv/hr

4.22 uSv/hr

B
C
D
E 6.16 uSv/hr
F
G
H

1.38 uSv/hr

O | | N[ | fw( | =

| 0.71 uSv/hr

2000

2000

Quantitative information (X-ray)

ROI Scan time (s) | Acrylic thickness (cm) | Tube current (mA) | Dose (uGy) | uGy/s | Absorbed dose Absorbed dose per unit area
0.2 2.20 0.11 2.09 359.79 uGy/m?

AP spine 20 10 10 11.96 0.60 11.36 1855.83 uGy/m?
3.0 28.02 1.40 26.62 4582.37 uGy/m*

0.2 1.37 0.11 1.26 217.70 uGy/m?

Femur 13 10 10 822 0.63 7.58 1306.20 uGy/m?
3.0 2294 1.71 2118 364527 uGy/m?

0.2 2.70 0.10 2.60 446.92 uGy/m?

Dual Femur 26 10 10 15.73 0.61 15.13 2603.72 uGy/m?
3.0 458.30 1.7 4452 7663.84 uGy/m?

0.2 113 0.09 1.04 17832 uGy/m?

Forearm 12 5 1.0 6.68 0.56 6.12 1053411 uGy/m?
30 19.33 1.61 17.72 305030 uGy/m?
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7.3 Labels
- Locations of the labels are as follows:

e | =
I |
- (7 )
(Caizolys)
IT J T
l il ]
L

2)
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1) Hand warning label and X-RAY warning label

I HAND WARNING.

KEEP HAND OFF WHILE RUN
Sy Ig NING.

A X-RAY RADIATION
A2 0] YA

2) Laser pointer caution label

/\\ CAUTION

LASER RADIATION.
DO NOT STARE IN TO BEAM.

glojx ol SABHA DR 2.

252



User Manual
OsteoSys Co., Ltd.
Model Designation: PRIMUS DOC. No. : OT-IFU-PM

3) Equipment label(English)
X-ray tube(OPX/105)

901~914, 9F InK Digitaltower, 111 Digital-ro 26, Guro-gu,
OStEDSYS CO.,Ltd Seoul, REPUBLIC o:gKOR;A ol ’ ’
MADE IN KOREA TEL: +82 2 6124 5200 FAX: +82 2 6124 5958
Eurpean Representative( ] : CMC Medical Devices & Drugs S.L.
C/Horacio Lengo N° 18, CP 29006, Milaga, Spain
TEL: +34 951 214 054  FAX: +34 952 330 100

i

01 pESNODRAD00TN
X-ray Bone Densitometer Power rating
MODEL(|REF|) : PRIMUS 100-120/ 220-240 V~, 50/60Hz, 7T00VA

S/N([sN]): .

Manufactured(]) : (.‘ & & R c ( E
X-ray Tube Voltage : 83kV 4 2460

X-ray Tube Current : 0.2mA ~ 3.0 mA f—

Total Filtration : 2.5 mmAl/75kV
Tube : 0.5 mmAl/75k\, Aluminium : 2.0mmal/75kY
Operating/Rest time : After 5 min. measurement should take rest time for 3 min.
Take adequate precaution to prevent the possibility of any persons
carelessly exposing theselves or other to radiation

WARNING To avoid e-_lec‘trlcal shgckr f:io not open the cabinet

Refer serving to gualification personnel only.

Federal Law restricts this device to sale by

CAUTION or on the order of physician

X-ray tube(DF-151SBR)

901~914, 9F InK Digitaltower, 111 Digital-ro 26, Guro-gu,
OStEDSYS CO.,Ltd Seoul, REPUBLIC {):gKOREA ul ’ ’
MADE IN KOREA TEL: +82 2 124 5900 FAX: +32 2 6124 5958
Eurpean Representative{ } 1 CMC Medical Devices & Drugs S.L
C/Horacio Lengo N® 18, CP 29006, Malaga, Spain
TEL: +34 951 214 054  FAX: +34 952 330 100

U

0 NES000EA0002 L
X-ray Bone Densitometer Power rating
MODEL(|REF)) : PRIMUS 100-120/ 220-240 V~, 50/60Hz, 700VA
S/N(|SN|):

Manufactured() : fh & A k )
X-ray Tube Voltage : 83kV - 2(4$€D g
X-ray Tube Current : 0.2mA ~ 3.0 mA

Total Filtration : 2.8 mmAl/75kY
Tube : 0.8 mmaAl/73kY, Aluminium : 2.0mmAl/7 5k
Operating/Rest time : After 5 min. measurement should take rest time for 3 min
Take adequate precaution to prevent the possibility of any persons
carelessly exposing theselves or other to radiation

To avoid electnical shock, do not open the cabinet

WARNING Ref - e
efer serving to qualification personnel only.

Federal Law restricts this device to sale by
or on the order of physician

CAUTION
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Warranty

Thank you for using OsteoSys’ bone density equipment.
OsteoSys’ equipment are developed and manufactured according to the laws related to

medical equipment.

All OsteoSys products can benefit from free warranty repair for failure and defects caused in

normal transportation/operation environment for 1 year from the purchase(installation date).

® For the following cases, small amount of service fee will be billed; you will be charged

for service after warranty period.

Product failure after warranty period
Failure due to natural disasters including fire, earthquake, lightning, flood, etc.

Failure due to inappropriate moving or negligence in use

H won o=

Failure due to service provided by other than OsteoSys, agencies not designated by
OsteoSys and engineers or persons not approved by OsteoSys

5. Failure due to unauthorized disassembly and assembly of the product

® For service, please provide the following information and send the form via FAX +82
26124 5958, or contact your local agency or store at +82 26124 5900.
For immediate service, please provide the following information or let us know the

problem of your equipment.

Model name / Serial number: PRIMUS
Name of the hospital:

Contact information of the hospital:
Date of installation:

Comments:

OsteoSys (sign/seal)
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ATTACHEMENT _Security

Security

SEC.1. Introduction

This section describes the security features, functionality and management requirements of OsteoSys
software. The manual is intended to assist medical facilities in using the system in a manner that
protects the privacy and security of patients and to perform their work in accordance with national
regulatory requirements. This section also covers the expected software usage environment.

Software users should use risk management procedures to assess and prioritize security and privacy
risks. Based on your risk assessment, you can make the most of the software's performance. Risk
assessments should be closely compared to compliance and patient safety as well as security. If
security mitigation is inconsistent with patient safety, patient safety is considered a high priority.

SEC.2. Security features

The software includes security features designed to allow flexible access to safety and security
implementations, with a focus on the principles of confidentiality, integrity and availability. Throughout
this document, information about the performance and use of these features is described.

NOTE !

A user can change system security function in configuration menu.

SEC.3. Access control
Access control is a comprehensive mechanism used to determine and enforce the following:

* Access subject

* How to secure access
* When to grant access
* access information

Access control includes electronic as well as physical aspects, and includes authentication and
authorization. You can use Windows to set security policies that control access to software and patient
files. Windows user accounts define the activities that can be performed in Windows as follows:

* A person who accesses a computer
» Resources for which the user is authorized to use on the computer

NOTE !

Without any configuration, every user use this device need to be authorized.

SEC.4. Audit Control
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Capability to record and examine system activity by creating audit trails on a device to track system and
HEALTH DATA access, modification, or deletion.

Securing of audit data as appropriate (especially if they contain personal data themselves).

NOTE !

Audit Log will be added every data handling action.

SEC.5. Certification

Authentication is the process of providing an individual's identity and is a key component of an access
control system.

A password inspector account is required to restrict access to patient health information to authorized
personnel.

SEC.6. Password management
There is a risk of losing or hacking passwords. To create and use secure passwords, you can apply
various rules to password generation. The following checklist is determined by the user.

Password Recommended Contents
use pattern
. short passwords are easy to remember, but are easily at risk.
minimum )
| 4-16 characters Long passwords are secure, but easy to forget or write down.
ength : ;
Long passwords increase resistance to brute force attacks.
When the expiration date comes, the user must change their
. B password regularly. A common rule of expiration period is to
Expires 30 - 360 days balance the length of the expiration authority with the password
so that it expires before the password is cracked.
You must mix
uppercase and This is a set of attributes used to increase the number of
Character lowercase possible password combinations, prevent dictionary attacks,
composition | letters, numbers, | and mitigate brute force attacks. It also makes password
and special guessing difficult.
characters.
Password Do not reuse To avoid password prediction, you should not use previously
reuse password used passwords.
Disable Users should avoid creating passwords that are not significantly
Incremental ; . ;
assword Incremental different from their previous pas;words, such as password1,
b Passwords password?2 and password3 or trick, track and truck.

Risk level assessment is important for the setting of appropriate properties. Password attribute
combinations do not have a single "accurate". Increasing the security settings of a category often allows
mitigation of other categories to achieve the same level of protection. Closely evaluate and evaluate
password strength rules to mitigate the need for users to write down or forget passwords.

SEC.7. Permission

Authorization is the process of issuing and withdrawing an individual's right to access information,
functions, or services and is another important component of an access control system. Although an
administrative process that operates primarily in accordance with an organization's policies and
procedures, software includes the ability to execute and enforce an organization's methods. The
software can run using a limited user account.

SEC.8. Malicious Software Protection
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The computing environment is increasingly hostile, and threats from malicious software, including
computer viruses, worms, Trojan horses, denial of service attacks, and other malware, continue to grow.
Various levels of careful defense are necessary to prevent system damage from malicious software.
Effective protection requires the cooperation and partnership of OsteoSys and its customers.

SEC.9. Customer's Responsibilities

Customers should visit the OsteoSys website for up-to-date information about vulnerability information
and the impact on software. Customers need to install validated Microsoft security software patches.
1. OsteoSys software computing system holders must apply a validated Microsoft security software
patch for their Windows operating system version.

2. The patch can be downloaded from Microsoft's website (https://support.microsoft.com).

3. Be careful not to forcefully shut down your PC when performing a Windows update.

SEC.10. Product features

The product's features to help defend against malware include:

* Instrument design and configuration: System computers are shipped with only the minimum services
and protocols required for operation. Unnecessary operating system services and protocols have been
disabled by default. This helps to prevent unauthorized access.

* Security update and patch process: Install critical operating system security patches on your system
when you release the product. In addition, new security patches load automatically each time you
update your software.

NOTE !

When the user wants to update the system, please contact OsteoSys to receive
appropriate service.

SEC.11. Third-Party Components in Product Lifecycle Roadmap
OsteoSys provides information security throughout the entire life cycle of the product from its launch to
discontinuation.

Information security requirements should also consider:

a) the level of confidence required towards the claimed identity of users, in order to derive user
authentication requirements;

b) access provisioning and authorization processes, for business users as well as for privileged or
technical users;

¢) informing users and operators of their duties and responsibilities;

d) the required protection needs of the assets involved, in particular regarding availability, confidentiality,
integrity;

e) requirements derived from business processes, such as transaction logging and monitoring, non-
repudiation requirements;

f) requirements mandated by other security controls, e.g. interfaces to logging and monitoring or data
leakage detection systems.

And OsteoSys provides Cyber security product upgrades.

As soon as possible, third-party security patches need to be installed in medical products in accordance
with regulations requiring.

OsteoSys Provides product security patch upgrades in a unified working manner by installation/field
service personnel.

NOTE !
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Third party component updates will proceed with the distribution of patch files
from OsteoSys during product warranty.

SEC.12. Software and Application Hardening

Prohibit the use of unauthorized programs while using the Ul program.

Users should not use unauthorized programs while using the Ul program, but should only use the
program in an approved manner.

CAUTION!!

The user needs to stop not needed system services to protect the whole system.

CAUTION!!

The user needs to close not needed network ports via a firewall to protect the whole
system.

SEC.13. Unauthorized network access

Patient health care today relies heavily on IT to electronically collect, process, distribute, display and
store patient data. Every computer connected to the network can be affected by network viruses and
other bad attacks. Owners and operators of networked medical devices are responsible for protecting
their computers from these malicious attacks.

SEC.14. Virus protection software

You can protect your computer by following the standard computer running procedures. Antivirus
programs are an appropriate way to make sure that your electronic media and files are free of viruses
before they are introduced to your network. You must also install the latest validated operating system
update patch.

You must install and run a virus protection program on the computer that uses the BMD. However, virus
protection programs have the following disadvantages:

* Do not start a virus scan while using the device. Certain files are marked read-only.

* Your virus protection program may be false positive. Double check the isolation status before taking
permanent action. Virus protection programs may incorrectly recognize medical image files as viruses
and can damage them.

« If a virus protection program uses too much memory or system resources, the software may not work

properly.

CAUTION!!

The user needs to use anti-malware software to protect the whole system.

SEC.15. System security
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You can set up a screensaver with password protection to block access to the system after a period of
inactivity.

CAUTION!!

Without appropriate logoff, leaving the work spot could be dangerous.

NOTE !

The database connection will be disconnected after 8 hours from no actions to
database or at 0 AM.

SEC.16. Data protection

Data protection and privacy are often based on customer management policies and procedures. The
software includes features to help implement data protection measures. It supports device-to-device
authentication of AE Title and IP addresses for network services such as DICOM.

SEC.17. HEALTH DATA Integrity and Authenticity

HEALTH DATA will be destroyed if it is changed in an unauthorized manner.

To ensure the integrity and authenticity of HEALTH DATA, authorized users must access and modify
the health information in an approved manner.

SEC.18. HEALTH DATA Storage and Confidentiality

To provide security of health data stored in products or media, OsteoSys uses a database and a specific
file system.

In order to access, view, and modify patient health data, it is necessary to obtain access to the database
and to interpret the specific file system.

By applying these multiple security policies, we maintain the security of health data stored in products
or media.

SEC.19. Security operations

Security operations are best implemented as part of an overall "depth defense" information assurance
strategy used through information technology systems that address personal, physical security, and
technology. The hierarchical approach to defense in depth limits the risk that a system can be
compromised by the failure of a single security safeguard.

SEC.20. Health Data De-ldentification
Patient health data is provided non-identifiable by unauthorized users by default.
Authorized users may use dedicated software to access and identify patient health data.

CAUTION!!

Please check the health data is de-identificated when sharing with third parties.

SEC.21. Network security
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Ideally, medical devices operate in a secure network environment that is separate from your
organization's general-purpose computing network. Effective techniques, including firewall protection,
DMZ and VLAN implementation, can be used to isolate medical devices to secure subnetworks.

CAUTION!!

The user needs to set up a closed network system to use DICOM without leaking
data.

SEC.22. Business continuity

Support for patient data backup to prevent hardware failures and other disasters. The use of an
uninterruptible power supply is recommended to mitigate the risk of data loss due to an unexpected
power outage of the system.

CAUTION!!

Do data backup at least every week. OsteoSys could not recover the data not
performed latest data backup when the disaster occurred.

SEC.23. Data Backup and Disaster Recovery

The Ul Program backs up data and database once a week.

The user can recover after damage or destruction of device data, hardware, software, or site
configuration information.

SEC.24. Media access control point

Removable media without security features and ports for media access represent a risk of data loss
and theft. Restrict archive media and computer access to stakeholders.

Removable media is used for common backup options. Store media in a safe, locked place.

Secure the same terminal as the USB port and follow the computer security measures.

CAUTION!!

The user needs to lock up the workstation's physical communication port and the
device's to protect unauthorized access through a physical port.

SEC.25. Remote service

Often, the most efficient and effective way to service OsteoSys is to access the system remotely. Every
effort is made to ensure the security of these connections.

OsteoSys software requires separate TeamViewer remote access. In no case is the instrument
activated remotely.

Unless you use the system or have a site visit, you will not be able to connect to your system.

SEC.26. Network Interface Specification and Risk Management

When properly connected to the network, the product supports the following functionality:
» DICOM connection to other DICOM devices

» Remote service connection via TeamViewer
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SEC.27. Network Interface Technical Specification

Connection name PC Motherboard NIC

[EEE 8023 10/100 / 1000BASE-T
Ethernet

10 Mbps Half and Full Duplex

100 Mbps Half and Full Duplex

1000 Mbps Half and Full Duplex

Auto configuration (default)

Physical network connection type

Speed and dual mode support

Default IP  Settings  (Factory

DHCP
Defaults)

IPv4
IP Address

DHCP

The network interface used to connect the device is pre-configured with an IP for use. Incorrect
connection between the network interface used to connect the equipment and the network interface for
network connection may not work.

SEC.28. Network information flow

Flow name DICOM connection
Device network connection Motherboard NIC
Type of use, function, purpose Connection to other DICOM devices
Optional / required options
Communication server PACS, RIS
Intermediate protocol TCP
Application rotocol and
PP _ P DICOM
encoding
] o On demand, the local user receives the DICOM Worklist
Traffic Characteristics and
) ) query results from RIS, performs the checks, and sends the
BandwiEXh Requirements
report to PACS.

SEC.29. Transmission Integrity
Since the TCP/IP used by the DICOM Upper Layer guarantees the integrity, DICOM communication
also guarantees transmission integrity.

WARNING !

When DICOM transmission is succeeded but transmitted data is malformed, first
contact the network manager and the DICOM server provider. OsteoSys has
verified DICOM features with other DICOM systems.
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SEC.30. Required Characteristics
The network must meet the specific requirements for a subset of the functions, use cases required by
users in the responsible organization, and all of the above flows related to the workflow.

SEC.31. Potential risks of safety, effectiveness or security

» Delayed or degraded access to images, examination information, or patient data.

» Permanent loss or damage of images, examination information or patient data.

* Responsible organizations must continue to identify, analyze, assess, and control risk.
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Note:
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