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Symbol Glossary 
 

Symbol Title Standard Reference 
Number Description 

 

Consult 
instructions for 
use 

ISO 15223-1 
(Note 1) 5.4.3 Indicates the need for the user to consult the 

instructions for use. 

 

Manufacturer ISO 15223-1 
(Note 1) 5.1.1 

Indicates the medical device manufacturer, as 
defined in EU Directives 90/385/EEC, 
93/42/EEC, and 98/79/EC. 

 

Date of 
manufacture 

ISO 15223-1 
(Note 1) 5.1.3 Indicates the date when the medical device 

was manufactured. 

 

Type BF applied 
part 

IEC 60417 
(Note 2) 5333 To identify a type BF applied part complying 

with IEC 60601-1. 

 

Catalogue 
number 

ISO 15223-1 
(Note 1) 5.1.6 

Indicates the manufacturer’s catalogue 
number so that the medical device can be 
identified. 

 
Serial number ISO 15223-1 

(Note 1) 5.1.7 Indicates the manufacturer’s serial number so 
that a specific medical device can be identified. 

 
Model number IEC 60417 

(Note 2) 6050 

To identify the model number or type number 
of a product.  In the application of this symbol, 
the model number or type number of the 
product should be accompanied with this 
symbol. 

 

Temperature 
limit 

ISO 15223-1 
(Note 1) 5.3.7 Indicates the temperature limits to which the 

medical device can be safely exposed. 

 

Humidity 
limitation 

ISO 15223-1 
(Note 1) 5.3.8 Indicates the range of humidity to which the 

medical device can be safely exposed. 

 

Atmospheric 
pressure 
limitation 

ISO 15223-1 
(Note 1) 5.3.9 

Indicates the range of atmospheric pressure to 
which the medical device can be safely 
exposed. 

 

Fragile, handle 
with care 

ISO 15223-1 
(Note 1) 5.3.1 Indicates a medical device that can be broken 

or damaged if not handled carefully. 

 

“ON”/”OFF” 
(push-push) 

IEC 60417 
(Note 2) 5010 

To indicate connection to or disconnection from 
the mains, at least for mains switches or their 
positions, and all those cases where safety is 
involved.  Each position, “ON” or “OFF,” is a 
stable position. 

 
Prescription use 
only N/A N/A Caution: Federal (USA) law restricts this device 

to sale by or on the order of a physician. 

 

Crossed out 
Wheelie-Bin 

EN 50419 
(Note 3) N/A 

Identifies a product that is subject to the 
European Union’s Waste Electrical and 
Electronic Equipment (WEEE) 2012/19/EU 
Directive for recycling of electronic equipment. 

1ISO 15223-1:2016, Medical Devices – Symbols to be used with Medical Device Labels, Labeling, and 
Information to be Supplied – Part 1: General Requirements 

2IEC 60417:2002 DB, Graphical Symbols for use on Equipment 
3EN 50419:2006, Marking of electrical and electronic equipment in accordance with Article 11(2) of Directive 
2002/96/EC (WEEE) 
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Proprietary 
Symbol Description 

 

Go To Scan 

 

Go To Patient 

 

Log In 

 

Log Out 

 

Configuration 

 

Help 

Home 

 

Freeze/ 
Unfreeze 

 

Record 

 

Settings 

 

End Exam 

 

Save 

 

Measure 

 

Annotate 

 

Back 

 

Line 

 

Circle 

 

Delete 

Draw Menu 

 

Zoom 

 

Draw 

 

Erase 

 

Delete 
Annotation 

 

More Gain 

 

Less Gain 

 

Near 

 

Medium 

 

Deep 

 

Best 
Penetration 

 

General 
Imaging 

 

Best 
Resolution 

Search 

 

Add 

 

Patient Folder 

 

DICOM 

 

Copy To 

 

Move 
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1. WARNINGS AND CAUTIONS 

1.1. Biim Ultrasound System Warnings 

WARNING:  
 Do not use the system for purposes other than those intended and expressly stated by Biim Ultrasound.  

Operation of the system for unintended purposes or with incompatible devices may lead to harm or serious 
injury. 

 Do not attempt to modify, remove, override, or otherwise disable any safety devices or features of the Biim 
Ultrasound Probe or the Biim Ultrasound Application.  Interfering with the safety features could lead to harm 
or serious injury.  

 Users are not allowed to modify this equipment.  Changes, modifications, and/or additions to the system 
should be made only by Biim Ultrasound or by third parties expressly authorized by Biim Ultrasound to do so.  
Such changes and additions must comply with all applicable laws and regulations that have the force of law 
within the jurisdictions concerned, and best engineering practices.  

 Do not use the system on products that are not recognized by the Biim Ultrasound Application. 
 Use the Biim Ultrasound System only if you understand its safe and appropriate use. 
 Do not use this device unless you have received appropriate training and understand its operation and 

capabilities. 
 Only use this device for applications for which you have been trained for safe and effective operation.  Do not 

use this device if you do not know how or doubt your ability to operate the system safely and effectively. 
 Use a legally marketed sterile Probe sheath and sterile gel for clinical applications which contact mucous 

membranes, non-intact skin, or normally sterile tissue (e.g., biopsy procedures, needle guidance, etc.).  
 Probe sheaths may contain natural rubber latex.  Those covers may cause allergic reactions in some 

individuals.  See Section 1.3, “FDA Medical Alert on Latex,” for more information. 
 Use a sterile sheath on the display device or use another means to maintain sterility during all interactions 

with the display device for clinical applications which contact mucous membranes, non-intact skin, or normally 
sterile tissue (e.g., biopsy procedures, needle guidance, etc.).  

 This device is intended to be used by appropriately trained healthcare professionals. 
 Inspect the Probe, battery and battery charger, and display device prior to use.  Do not use if either device has 

cracks, chips, or has other visible damage. 
 Do not use the Probe or associated display device or accessories if any are known to be or suspected of being 

defective or improperly set up. 
 To prevent injuries or potentially hazardous situations, only use accessories approved or supplied by Biim 

Ultrasound. 
 Do not use this system in the presence of flammable gases or anesthetics.  There are no claims that Biim 

System is compatible with AP/APG environments as described in IEC 60601-1. 
 Users are responsible for image quality and diagnosis.   
 To avoid the risk of a burn hazard, do not use the transducer with high-frequency surgical equipment.  Such a 

hazard may occur in the event of a defect in the high-frequency surgical neutral electrode connection.   
 Install and use the Biim System according to the electromagnetic compatibility (EMC) guidelines. 
 Users are responsible for following their institutions’ security policies regarding use of wireless devices and 

interfacing with local networks.   
 The use of portable and mobile radio frequency communications equipment can affect the operation of 

medical equipment. 
 Do not use if either the Probe or the associated display device malfunctions. 
 To ensure proper display device operation, keep the display device secure. 
 If the Probe or the display device or any accessories appear to be malfunctioning, stop use immediately.  
 It is recommended to adhere to the ALARA (As Low As Reasonably Achievable) principle to minimize acoustic 

exposure. 

1.2. Biim Ultrasound System Cautions 

CAUTIONS:  
 To prevent damage, use care when handling and avoid dropping the Biim Ultrasound Probe or display 

device.  If either device is dropped, discontinue use until proper operation of the device can be verified. 

 Avoid bumping the Probe on hard surfaces. 
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1.3. FDA Medical Alert on Latex 

March 29, 1991, Allergic Reactions to Latex-Containing Medical Devices 

Because of reports of severe allergic reactions to medical devices containing latex (natural rubber), the FDA is 
advising health care professionals to identify their latex-sensitive patients and be prepared to treat allergic 
reactions promptly.  Patient reactions to latex have ranged from contact urticaria to systemic anaphylaxis.  Latex is 
a component of many medical devices, including surgical and examination gloves, catheters, intubation tubes, 
anesthesia masks, and dental dams. 

Reports to the FDA of allergic reactions to latex-containing medical devices have increased lately.  One brand of 
latex-cuffed enema tips was recently recalled after several patients died as a result of anaphylactoid reactions 
during barium enema procedures.  More reports of latex sensitivity have also been found in the medical literature.  
Repeated exposure to latex both in medical devices and in other consumer products may be part of the reason 
that the prevalence of latex sensitivity appears to be increasing.  For example, it has been reported that 6% to 7% 
of surgical personnel and 18% to 40% of spina bifida patients are latex-sensitive. 

Proteins in the latex itself appear to be the primary source of the allergic reactions.  Although it is not now known 
how much protein is likely to cause severe reactions, the FDA is working with manufacturers of latex-containing 
medical devices to make protein levels in their products as low as possible. 

The FDA’s recommendations to health professionals in regard to this problem are as follows: 

 When taking general histories of patients, include questions about latex sensitivity.  For surgical and 
radiology patients, spina bifida patients and health care workers, this recommendation is especially 
important.  Questions about itching, rash, or wheezing after wearing latex gloves or inflating a toy balloon 
may be useful.  Patients with positive histories should have their charts flagged. 

 If latex sensitivity is suspected, consider using devices made with alternative materials, such as plastic.  
For example, a health professional could wear a non-latex glove over the latex glove if the patient is 
sensitive.  If both the health professional and the patient are sensitive, a latex middle glove could be 
used.  (Latex gloves labeled “Hypoallergenic” may not always prevent adverse reactions.) 

 Whenever latex-containing medical devices are used, especially when the latex comes in contact with 
mucous membranes, be alert to the possibility of an allergic reaction.  

 If an allergic reaction does occur and latex is suspected, advise the patient of a possible latex sensitivity 
and consider an immunologic evaluation. 

 Advise the patient to tell health professionals and emergency personnel about any known latex sensitivity 
before undergoing medical procedures.  Consider advising patients with severe latex sensitivity to wear a 
medical identification bracelet. 

The FDA is asking health professionals to report incidents of adverse reactions to latex or other materials used in 
medical devices (see the October 1990 FDA Drug Bulletin).  To report an incident, contact the FDA Problem 
Reporting Program, MedWatch, at 1-800-332-1088, or on the Internet: 

www.fda.gov/Safety/MedWatch/ 

For a single copy of a reference list on latex sensitivity, write to: LATEX, FDA, HFZ-220, Rockville, MD 20857. 
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2. OVERVIEW 

2.1. Biim Ultrasound System Device Description 

The Biim Ultrasound System is a portable device that features real-time 2D ultrasound imaging.  It is customized 
for vascular access applications.  The Biim Ultrasound Probe communicates with a display device (compatible 
Tablet or Phone).  Imaging is obtained after downloading the Biim Ultrasound App and connecting the display 
device via Wi-Fi to the Probe.  The App is customized to ensure efficient work flow, procedure documentation, and 
vessel measurement tools. 

2.2. Biim Ultrasound System Indication for Use 

The Biim Ultrasound System is intended for diagnostic ultrasound imaging of the human body.  Specific clinical 
applications include: 

 Musculo-skeletal (conventional and superficial) 
 Needle guidance 
 Pediatric 
 Peripheral Vessel 
 Small Organ (breast, thyroid, parathyroid, testicles) 

2.3. Biim Ultrasound System Compatible Accessories 

Warning:  

 To prevent injuries or potentially hazardous situations, only use accessories approved or supplied by Biim 
Ultrasound. 

The Biim Ultrasound System is compatible with the following accessories: 
 

 Battery charger, Biim Ultrasound P001029-01 
 2 extra batteries, Biim Ultrasound P001127-01 
 Probe holder, Biim Ultrasound P001154-01 

For permanently mounting probe holder to the cart listed below, also purchase: 
o Adaptor bracket, Biim Ultrasound P001171-01 
o Clamp*, GCX Solutions SL-0007-04 

 Tablet*, all of the following tablets are supported: 
o Apple iPad Air 2, iPad 5th, and iPad 6th generation 
o Samsung Galaxy Tab S2, and Galaxy Tab S3  

 Cart and tablet holder* GCX Solutions BIM-0001-60 stand with one of the following tablet enclosures: 
o For Apple iPad Air 2 or iPad 5th generation: ArmorActive Evolve 
o For Samsung Galaxy Tab S2 or S3: PadHoldr FIT GT 9.7 

 Phone*, all of the following phones are supported: 
o Apple iPhone 7 Plus, iPhone 8 Plus, and iPhone X 
o Samsung Galaxy S8+ (US/Canada versions) 

 Sterile sheath for tablet*, Preferred Medical Products IP-1409-S 
 Sterile sheath for Biim Ultrasound Probe*, CIVCO 610-1212 Transducer Cover 
 Ultrasound gel*, Parker Laboratories Aquasonic® 100, Aquasonic Clear®, or SCAN® Ultrasound Gel 

 
*Not manufactured by Biim.  For information on how to order Biim compatible accessories, visit the Biim 
Ultrasound website, biimultrasound.com. 
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3. Biim ULTRASOUND PROBE 

3.1. Biim Ultrasound Probe Overview 

The figure below shows the main features of the Biim Ultrasound Probe. 
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3.2. Control Buttons on the Biim Ultrasound Probe 

The Probe has four control buttons as shown on the figure below.  The buttons allow you to perform the following 
functions without using the touch screen on the display device: 
 

In addition to the primary functions shown in the figure, there are some secondary functions available from the 
control buttons.  These include: 

 The freeze button may also be used to acknowledge messages and to go to the scanning screen from the 
home screen. 

 The up and down arrows may be used to adjust the gain, when enabled as described in section 5.4.2. 
 The up and down arrows may be used to move through the cineloop, when enabled as described in 

section 5.4.2 
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3.3. Indicator Light 

The Indicator Light shows the battery charge and the connection status between the Probe and the display device.  
The Indicator Light is found next to the Power Button, as shown in the figure below.  The battery charge status is 
indicated when the Probe first powers on.  Once the Probe is powered on, the battery status is replaced by the 
connection status. 
 

3.3.1. Battery Status of the Probe 
 

The initial color of the Power Indicator Light indicates the status of the battery.  If the Probe is turned off and you 
just want to see the battery charge status, give the Power Button a short tap.  The Indicator Light will show one of 
the following:  
 

Solid Green Battery has a nearly full charge (>70%) 

Solid Yellow Battery is partially charged (>30% and <70%) 

Solid Red Battery charge is low (<30%) 

Flashing Red Battery charge is critical (<10%) 
 
The same information is displayed when the Probe is powering on. 
 

3.3.2. Connection Status of the Probe 
 
After the Probe has finished powering on, the Indicator Light shows the connection status between the Probe and 
the display device as follows: 
 

Solid Green Probe is connected and the display device is on the imaging screen, live or 
frozen. 

Flashing Green Probe is connected to the display device, but not imaging.  If the Probe is not 
used for 10 minutes, it will automatically freeze and change from solid green to 
flashing green.  If it is not used for another 20 minutes, it will turn off. 

Flashing Yellow Probe has not yet established a Wi-Fi connection with the display device. 

Solid Yellow Probe is finding best channel, per user request or during start up if automatic 
Wi-Fi scan is configured.  See section 5.4.6. 

Solid Red Probe is not working and should be restarted. 
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3.4. Insert or Replace the Probe Battery 

The figures below show the Latch to open the Battery Compartment Door.  Slide the Latch toward the Power 
Button to unlock and open the Battery Compartment Door. 
 

 
To insert the battery, slide the battery carefully and completely into the battery compartment and press up to seat 
the battery.  Secure the Battery Compartment Door by sliding the Latch away from the Power Button. 
 
 

 
 
 
The battery is spring-loaded, and it can be removed from the battery compartment by pushing the battery tab 
down to release.   
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3.5. Charge the Probe Battery 

The figure below shows the battery charger.  The indicator light on the charger gives the following information 
when the charger is powered on or when the battery is inserted into the charger: 
 

Solid Green Battery is fully charged and can be removed for use. 

Solid Orange Correct battery is inserted and charging. 

Flashing Red Battery detection phase. 

Solid Red No battery inserted, battery over/under temperature, charger over temperature, 
battery over voltage, battery charger timer time-out error, or input voltage too 
low. 

 
CAUTION: Use only Biim Ultrasound authorized batteries and chargers.  Failure to do so may result in system 
inoperability and damage, and may void the warranty.  

For general battery safety, adhere to the following: 

 Do not disassemble or open the battery. 
 Keep the battery away from heat or fire and do not store in direct sunlight. 
 Do not short-circuit a battery. 
 Do not store the battery in a manner that may lead to short-circuiting. 
 Keep the battery in its original packaging until ready to use it. 
 Avoid dropping or hitting the battery. 
 If the battery leaks, do not allow the fluid to contact skin.  If battery fluid does come into contact with skin 

or mucous membranes, flush with water immediately.  Follow the advice of the battery manufacturer on 
appropriate steps. 

 Only use the Biim-provided charger to charge Biim batteries. 
 Be sure to insert the battery into the Biim Ultrasound Probe or charger in its correct orientation. 
 Do not use any battery or charger that is not approved by Biim. 
 Keep the battery away from children. 
 Ensure the battery is dry and clean. 
 Be sure to charge batteries prior to use. 
 Do not use the Biim battery for other devices or applications. 
 Remove the battery from the equipment when not in use. 
 To prolong battery life, do not store the Biim battery for more than one month fully discharged, and do not 

store for more than one year without recharging. 
 Follow all local laws and requirements regarding proper battery disposal or recycling.  
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4. APP INSTALLATION AND PROBE CONFIGURATION 

The Biim Ultrasound Probe is operated using a compatible tablet or phone (display device) listed in Section 2.3.  
Before the Biim Ultrasound System can be used, the Biim Ultrasound App must be downloaded to the display 
device. 

4.1. Tablet or Phone Setup 

IMPORTANT: To keep your data secure, always use strong passwords and passcodes and change them frequently.  
This is important when you lock your device (see Sections 4.1.1 and 4.1.2), when you set up a patient database 
(see Section 4.3), and when you set up a Wi-Fi connection to the Probe (see Section 5.4.6). 
 
For the best experience, Biim recommends that you use your display device only for imaging and remove all non-
essential apps. 

4.1.1. Download of the App from App Store or Google Play 

The Biim Ultrasound App is available from Apple’s App Store or Google Play.  Please refer to the App Store or 
Google Play for instructions on how to download an app.  Search either site for the App.  Once installed on your 
display device, the Biim Ultrasound App icon will appear on the display device screen. 

 
 
When you install or update the App, you will also get the latest firmware for the Probe. 
 
IMPORTANT: To ensure ongoing security, you should periodically connect to the Internet and update both the App 
and the display device’s operating system software (when updates are available). 
 

4.1.2. Display Device Configuration 
 
Biim recommends the following display device settings. 
 
For Apple iPad display devices: 

1. From Settings, Connections, enable Wi-Fi. 
2. From the Settings, General, Keyboards selections: 

a. Enable Auto-Capitalization 
b. Disable Auto-Correction 
c. Enable Shortcuts 
d. Disable Predictive 
e. Enable Split Keyboard 

3. Disable or uninstall all applications that may automatically start up during an examination and obscure 
the ultrasound image.  Typical applications include incoming calls, Skype, and FaceTime. 

4. From Settings, iTunes & App Store, Automatic Downloads, enable Updates. 
5. Make the device more secure. 

a. From Settings, Touch ID & Passcode, select Turn Passcode On, select Passcode Options, select 
Custom Alphanumeric Code, and enter a strong passcode. 
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For Samsung Galaxy display devices: 
1. From Settings, Wi-Fi, ensure Wi-Fi is enabled. 
2. Install the Adobe Acrobat Reader application for best viewing of the User Guide.  
3. Disable or uninstall all applications that may automatically start up during an examination and obscure 

the ultrasound image.  Typical applications include incoming calls and Skype. 
4. Select Settings, Apps, Biim Ultrasound, Permissions, and enable Storage if you want to be able to copy 

ultrasound images to your Pictures gallery. 
5. Make the device more secure.  Select Lock screen and security. 

a. Select Screen lock type, and set a strong password. 
b. Turn off Unknown sources. 
c. Select Secure startup and set to require password at startup. 
d. Select Other security settings and enable Knox active protection. 

4.2. Touch Screen Controls 

All features and controls can be selected by touching the corresponding icon on the display device’s touchscreen.   
 

4.3. Startup Menu and First Time Installation 

The first time the Biim Ultrasound App is started, the “Startup Wizard” displays as shown in the figure below.  The 
Startup Wizard allows you to do the following: 
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1. Select a patient data password.  Selection of a password protects patient information so that any patient 
information stored on the display device can only be viewed with use of the correct password. 

 
2. Verify that the Probe is connected to the display device via Wi-Fi.  The Wi-Fi password will be ‘biimeasy’ until 

it is changed as described in section 5.4.6 
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3. Change the Probe name.  

The Probe name can use letters and numbers.  
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5. THE HOME SCREEN 

After you complete the Startup Wizard for the first time, the following HOME screen appears: 
 

 

5.1. CONNECT TO PROBE/GO TO SCAN Icon 

This icon may have any of three different messages depending on the connection to the probe. 
 
GO TO SCAN indicates that the Biim probe has been connected to the display device and an ultrasound scan can 
be started by clicking the icon. Selecting the GO TO SCAN icon opens the ultrasound scanning screen and allows 
you to scan.  The name of the Biim Ultrasound Probe attached by the Wi-Fi connection is shown below the GO TO 
SCAN icon.  NOTE: Pressing the Freeze button on the probe will also open the scanning screen. 
 
If no Probe is connected by Wi-Fi to the display device, NO PROBE or CONNECT TO PROBE is displayed on the 
HOME screen rather than GO TO SCAN.   If the Biim Ultrasound App has previously been used with a Biim probe 
CONNECT TO PROBE will be shown above the name of the most recently connected probe.  The application will 
attempt to connect to that probe when the icon is clicked. NO PROBE will be shown if the App has not previously 
been connected. In this case the Wi-Fi connection can be established using Wi-Fi settings of the display device. 
 
 

 
See Section 6, “OPERATING THE Biim ULTRASOUND SYSTEM,” for details on the ultrasound scanning screen. 
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5.2. GO TO PATIENT Icon 

Selecting the GO TO PATIENT icon allows you to enter, edit, or delete patient information; select the exam type; 
and recall stored images. 
 

5.2.1. PATIENT Tab 
The PATIENT tab is the default display when you select the GO TO PATIENT icon.  Selecting New patient allows you 
to enter patient identifying information.  Select SAVE to save the information or CLEAR to clear all of the patient 
information fields.  When you select SAVE, that patient’s name appears on the work list on the left side of the 
screen. 
 
Selecting a patient from the work list displays the patient’s information.  Selecting SCAN takes you to the scanning 
screen, and the patient’s name is displayed in the Information Bar at the top of the image.  The data can be edited 
by selecting EDIT.  The patient’s information can be deleted by selecting the DELETE icon.   
 
If images have already been stored for that patient, thumbnail images of the stored data are shown at the bottom 
of the screen. 
 
  



 

Biim Ultrasound User Guide  20 

 

5.2.2. EXAM TYPE Tab 
Selecting the EXAM TYPE tab allows you to select from one of several factory programmed exam configurations.  
These configurations have unique baseline settings for gain, depth, image quality, and speckle level.  You can 
change these parameters while scanning if desired.  
 

 
 
You can also design and save your own customized exam settings.  You can adjust the following settings:   

 Gain: use the slider to increase or decrease the default image brightness. 
 Depth: use the slider to choose from the three available image depth settings (NEAR, MEDIUM, DEEP). 
 Image quality: use the slider to choose from the three available image resolution settings (PEN, GEN, 

RES). 
 Speckle level: Select the desired speckle reduction level (Low, Mid, High).  NOTE: High is not available on 

Samsung Tab S2 tablets. 
 
You can then save the new exam type by selecting SAVE AS.  You can then label the new exam settings 
configuration.  The new exam settings configuration is added to the exam type options.   
 
Selecting SCAN takes you to the scanning screen without saving the new settings. 
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5.2.3. PREVIEW Tab 
Selecting the PREVIEW tab allows you to select patient folders for review, send images to a connected DICOM 
server, or copy or send images to another folder on the display device.  
 
The screen shows folders labeled with the patient’s name.  If no patient information is entered, the folder is stored 
in a folder titled “Unlabeled.”  Folders can be searched by selecting the Search icon and entering the search term.   
 
Folders can be organized by most recent or by name by selecting the corresponding icon.  To open a patient 
folder, tap on the desired folder. 
 
When the patient folder is opened, the screen shows folders labeled with the dates of the exams for the patient.  
  

 
 
When the exam folder is opened, the screen shows the thumbnails of the images stored in that folder as shown 
below.  Tapping on a thumbnail opens the image or video clip.  
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Use the SELECT icon to choose image to be sent to a DICOM server, to be copied, or to be moved.  Then select 
each image you want to affect.  The below controls are available once images are selected: 
 

 
 DICOM: selecting this control sends selected still images to a DICOM server that has communication with 

the Biim System.  NOTE: only still images can be moved to the DICOM server.  Video clips cannot be 
transferred with this control. 
 

Select SEND to transmit the images.  Select DICOM SETTINGS to view or modify the DICOM settings.  Use 
PATIENT to view available patient files.  In this view, it is possible to include or exclude patient details in the 
sent image.  Select CANCEL to cancel the DICOM transfer. 
 
 COPY TO: selecting this control copies images to the display device photo gallery.  Patient details can be 

included or excluded in the copied images. 
 

 MOVE: selecting this control moves selected images or videos to another patient folder.  Select the 
receiving folder from the list shown on the screen. 

 

 
 

Select MOVE to move the selected images.  Select CANCEL to cancel the transfer. 
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5.3. LOG IN/OUT Icon 

Privacy regulations require that devices storing protected health information be password protected.  The 
LOG IN/OUT icon allows you to log in or log out of the patient information database. 
 
If you have not logged in, the icon reads LOG IN.  Selecting LOG IN allows you to log in to the Biim System, which 
allows you to view patient information and related images.  It is possible to scan without logging in; however, any 
stored images or video clips are stored in a folder named “Unlabeled.” 
 
If you have logged in, the icon reads LOG OUT.  Selecting LOG OUT logs you out of the Biim System and prevents 
access to patient data.  Data previously stored in the system is retained when you log out. 
 
After a period of inactivity, the Biim System automatically logs you out.  This period of 10 to 60 minutes can be 
selected in the CONFIGURATION General Settings screen described in Section 5.4.1. 
 

 
  



 

Biim Ultrasound User Guide  24 

5.4. CONFIGURATION Icon 

The CONFIGURATION icon takes you to various screens, each of which has a set of controls that allow you to 
configure the Biim System.  
 

5.4.1. General Settings 
The General Settings screen is the first screen that is shown when you select the CONFIGURATION icon.   
 
The General Settings screen allows you to adjust the following controls: 

 Facility name: this is an optional setting that allows you to enter the name of a facility, which is displayed 
in the Information Bar at the top of the scanning screen. 

 Video recording length: use this control to set the length, in seconds, that the system will record a video 
loop when the RECORD icon is selected (available only in Apple display devices).  Keep in mind that longer 
video loops use more of the display device’s memory than shorter video loops. 

 Log out timer: use this control to set the number of minutes of inactivity before the system automatically 
logs you out. 

 Reset to factory settings: selecting the RESET SETTINGS icon resets the system settings back to the 
original settings as shipped from the factory.  Use this control only if you want to change all controls. 
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5.4.2. Usability Settings 
The Usability Settings screen brings up the following controls: 

 Button panel on left side: 
o ON — the control icons on the scanning screen are displayed on the left side of the screen.   
o OFF — the icons are displayed on the right side of the screen. 

 Show description text under button icon:  
o ON — displays descriptive text under the icon.   
o OFF — hides the descriptive text. 

 Show Startup Wizard:  
o ON — shows the Startup Wizard.   
o OFF — hides the Startup Wizard. 

 Autohide image settings:  
o ON — hides the imaging settings controls on the scanning screen after 7 seconds.   
o OFF — keeps the imaging settings controls displayed on the scanning screen until the SETTINGS 

icon is selected. 
 Image center line:  

o ON — displays the center line on the scanning screen. 
o OFF — hides the center line on the scanning screen. 

 Show list of images saved in session:  
o ON — displays the saved image list on the scanning screen. 
o OFF — hides the saved image list on the scanning screen. 

 Use gesture to control gain and depth :  
o ON — enables swiping left/right to control gain and up/down to control depth on the scanning 

screen.  Panning image will require swiping with two fingers.  This setting is recommended when 
using a smart phone rather than a tablet. 

o OFF — disables swiping to control gain and depth on the scanning screen.  Panning the image is 
controlled by swiping and gain and depth are controlled by the “Settings” button on the scanning 
screen. 

 Enable gain control from probe :  
o ON — enables gain control from the probe by long keypress of Up and Down buttons. 
o OFF — disables gain control from the probe. 

 Enable cineloop scrolling from probe : 
o ON — enables cineloop scrolling from probe by keypress of Up and Down buttons. 
o OFF — disables cineloop scrolling from the probe. 

 Enable image colorization : 
o ON — display ultrasound image with a blue tint. 
o OFF — removes blue colorization. 

 

 
 



 

Biim Ultrasound User Guide  26 

5.4.3. Color Settings 
The Color Settings screen allows you to select colors for measurements, annotation and free drawing.  There are 
six colors that can be selected. 

 

5.4.4. Patient Settings 
The Patients Settings screen allows you to change the password only, or reset the patient data and password.  
CAUTION: Resetting the patient data and password permanently deletes all associated patient images and data 
from the display device’s memory.  The deleted data or images CANNOT be retrieved.  
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5.4.5. DICOM Settings 
The DICOM Settings screen allows you to configure connections to DICOM devices.  It is recommended that the 
DICOM settings be configured in consultation with your local DICOM administrator.  You are responsible for the 
proper configuration of DICOM settings, to allow communication between the Biim System and the intended 
DICOM target.  Biim Ultrasound accepts no responsibility for the configuration of the DICOM settings.   
 
Files are formatted according to the Digital Imaging and Communications in Medicine standard.  The DICOM 
conformance statement is available on the Biim Ultrasound website at biimultrasound.com. 
 
The DICOM Settings screen shows the following controls: 

 DICOM settings: Select from previously saved DICOM server names.   
 Name: Enter the name of the DICOM server.  
 Local AETitle: The Local Application Entity Title or Local AETitle is a unique identifier used to identify a 

DICOM application to other DICOM applications on the network.  AETitles are typically labeled with 
numbers and uppercase characters only. 

 Remote AETitle: The Remote Application Entry Title or Remote AETitle is the remote DICOM node or 
server that the Biim System communicates with. 

 Server address: This is the IP address of the DICOM server. 
 Port: This identifies the DICOM interface port. 
 TLS security: Transport Layer Security or TLS security is a DICOM security standard. 
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5.4.6. Probe Settings 
The Probe Settings screen allows you to change the configuration of the wireless network connection on the 
Probe.  When you initially receive your Biim Ultrasound Probe, the default settings are: 
 Probe name: Biim-<probe serial number> 
 Wi-Fi region: U.S. 
 Wi-Fi operational channel: 1 
 Automatic Wi-Fi channel scan: ON 
 Wi-Fi password: biimeasy 
 
After you connect your display device using the default network settings, you may change any of the settings using 
this screen.  Select the SET icon to save your entries.   
 
IMPORTANT: To ensure security of the ultrasound data and control of the Probe, it is recommended that you 
change the password.  Using the well-known default password leaves the Biim System potentially vulnerable. 
 
If you forget the Wi-Fi password that you are using for the Probe, you can reset the Probe’s Wi-Fi settings to their 
default values by simultaneously holding both the Depth Up and Depth Down buttons on the Probe while pressing 
the Power button on the Probe. 
 

 
 
IMPORTANT: If there are several Probes in the same area, the Wi-Fi operational channels should be configured to 
the different values to prevent Wi-Fi interference.  Also, if several other Wi-Fi—enabled devices are used in the 
same location as the Probe, changing the Wi-Fi channel to a channel that is not presently used minimizes Wi-Fi 
interference.  
 
Automatic Wi-Fi channel scan starts a Wi-Fi channel scan each time the probe is turned on. This scan looks for the 
optimal channel for the Wi-Fi connection.  This operation takes about 30 seconds.  In the probe is typically used in 
the same location and no Wi-Fi connectivity problems seen this option can be switched OFF to speed up the probe 
turn on time. 
 
START WI-FI SCAN -button starts scanning Wi-Fi channels.  All Wi-Fi channels available in the selected region are 
checked. Based on observed traffic the most optimal channel is selected. This process takes about 30 seconds 
and the Wi-Fi connection to the probe is disabled during this time. Depending on the Wi-Fi settings, the display 
device may automatically reconnect to the probe. Wi-Fi connection to the probe can be manually established using 
the display device Wi-Fi settings if needed. This feature is recommended when a warning of low Wi-Fi connection 
quality has occurred.  
 

5.4.7. License Info 
The License Info screen displays information about how long the most recently used Probe may be used without 
renewing its license. 
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5.4.8. About Screen 
The About screen provides information about the system hardware and software.  This screen also has a control 
for updating the Probe’s software.  The Biim Legal Notice can also be displayed by selecting the LEGAL icon. 
 

5.5. HELP Icon 

Selecting the HELP icon brings up a menu that allows you to view the Quick Start Guide for the Biim System, this 
User Guide, or contacting Biim Technical Support by email.  Select the BACK icon to go back to the HOME page. 
 
SEND LOGS uploads Biim internal log files to Biim support. This display device must be connected to Internet 
when this is done. 
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6. OPERATING THE Biim ULTRASOUND SYSTEM 

The basic workflow with the Biim System is described below. 

6.1. Set Up the Display Device and Probe 

1. Turn on the display device that has the Biim Ultrasound App and activate the App. 

2. Insert a fully charged battery into the Biim Ultrasound Probe, then close and lock the battery 
compartment door. 

3. Turn on the Probe. 

4. Ensure that there is a Wi-Fi connection between the Probe and the display device.   

a. Open your display device’s Settings, ensure that your display device’s Wi-Fi is turned on, and 
select the Biim Probe from Wi-Fi options.  The default password is “biimeasy”. 

b. Exit the Settings on your display device and open the App. 

5. Check the Probe’s battery status shown on the display device before starting the procedure. 

6. Log on to the system if needed and enter patient data as desired. 

a. Select patient name from the Patient screen  

b. Select exam type from the Exam Type screen 

6.2. Set Up for Sterile Procedures 

Warning:  
 Use a legally marketed sterile Probe sheath and sterile gel for clinical applications which contact mucous 

membranes, non-intact skin, or normally sterile tissue (e.g., biopsy procedures, needle guidance, etc.).  

 Use a sterile sheath on the display device or use another means to maintain sterility during all 
interactions with the display device for clinical applications which contact mucous membranes, non-intact 
skin, or normally sterile tissue (e.g., biopsy procedures, needle guidance, etc.).  

 The use of sheaths does not change the need for the recommended cleaning and disinfection after each 
use. 

 Probe sheaths may contain natural rubber latex.  Those covers may cause allergic reactions in some 
individuals.  See Section 1.3, “FDA Medical Alert on Latex,” for more information. 

 
1. Place the Biim Ultrasound Probe in the Probe Holder. 

 

            



 

Biim Ultrasound User Guide  31 

 

2. Put on sterile gloves and set up a sterile field. 

 If you will not be using the sterile tablet sheath as described in the next step, you may want to 
select SCAN from the Patient Details before setting up the sterile field. 

3. Apply the sterile tablet sheath to the tablet. 

 The sterile tablet sheath is always recommended for sterile procedures.  But, if you will have an 
assistant operate the tablet outside of the sterile field, the sterile tablet sheath may not be 
needed. 

4. Apply ultrasound gel to the inside of the Probe sheath. 

 Be sure to use gel that is compatible with the Probe and clinical application. 

5. While maintaining sterility, pick up the Probe from the holder with the Probe sheath, seal the sterile Probe 
sheath around the Probe, and place it in the sterile field.  Do not place a sheathed Probe back in the 
Probe holder since the holder is not sterile.  

NOTE: If a warning such as low probe battery appears while scanning, the freeze button on the probe may be 
used to acknowledge the warning without touching the display device. 

6.3. Scan 

1. Select SCAN from the Patient Details. 

 Selecting SCAN starts an exam for the selected patient and brings up the Scanning screen, which 
shows the scanning controls and other information.  An example is shown below: 

 

2. Apply ultrasound gel to the patient and/or the imaging face of the Biim Ultrasound Probe. 

 Be sure to use gel that is compatible with the Probe and clinical application. 

3. Place the Probe on the patient’s skin and image the intended anatomy.  The orientation marker on the 
left side of the screen corresponds to the orientation marker on the Probe and may be used to orient the 
Probe.  If the center line marker is enabled in the Biim Ultrasound App, it corresponds to the center 
marker on the gray cap of the Probe. 

4. Adjust the image depth and gain as necessary to optimize the image. 

a. To adjust gain: select SETTINGS from the button panel; a slide bar will appear.  Drag the circle up 
to make the image brighter and down to make the image darker. 
NOTE: the gain can also be controlled by using long presses on the Up or Down buttons on the 
Probe when enabled with “Enable gain control from probe”, see section 5.4.2. 
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NOTE: the gain can also be controlled by dragging your finger left or right on the image when 
enabled with “Use gesture to control gain and depth”, see section 5.4.2. 

b. To adjust depth: Select SETTINGS from the button panel.  Select NEAR, MEDIUM, or DEEP to see 
the desired anatomy.   

i. NEAR = 2.0cm, MEDIUM = 3.0cm, and DEEP = 4.0cm.  The depth scale on the left of the 
image shows the depth of the image. 

NOTE: the image depth can also be controlled by using the Up or Down buttons on the 
Probe. 
NOTE: the gain can also be controlled by dragging your finger up and down on the image 
when enabled with “Use gesture to control gain and depth”, see section 5.4.2. 

 

c. To adjust resolution: select SETTINGS from the button panel.  Select PEN, GEN, or RES.  GEN is 
recommended for most applications. 

 

6.4. Freeze, Save, Record 

1. To freeze/unfreeze an image: select FREEZE/UNFREEZE from the button panel. 

NOTE: the image can also be frozen/unfrozen by selecting the FREEZE button on the Biim 
Ultrasound Probe. 
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2. To select a different recent image from the cineloop: drag the circle on the cineloop bar shown at the 
bottom of the screen. 

NOTE: the cineloop position can also be controlled using the on the Up or Down buttons on the 
Probe when enabled with “Enable cineloop scrolling from probe”, see section 5.4.2. 

3. To save an image: select FREEZE from the button panel, then select SAVE to store the image.   

NOTE: the image can also be saved by pressing the SAVE button on the Probe. 

 

A thumbnail of the saved image will be shown momentarily in the top left corner of the scanning 
screen when the save occurs.  Saved images may be configured to stay on the screen in a thumbnail 
list by setting “Show list of images saved in session” , see section 5.4.2.  Images in the thumbnail list 
can be selected for quick review. The list is cleared when the scanning screen is left.  

 

 

 

 

4. To record a video loop: while scanning, select RECORD from the button panel (available only in Apple 
display devices ). 
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 NOTE: the recording will stop at the pre-determined period of time (3–60 seconds), which is 
adjustable in the CONFIGURATION page.  Recording can also be stopped by pressing the Record 
button while recording is active. 
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6.5. Zoom and Pan 

1. To zoom as desired, touch two fingers on the screen and then spread the fingers apart to magnify the 
image. 

i. NOTE: the image can be moved by touching the screen and swiping the image to move it 
to the desired position. 

ii. NOTE: zooming and repositioning can be done on a live or frozen image. 
iii. NOTE: when in the measurement mode, select ZOOM on the tool bar to magnify the 

image. 
2. To Pan the image, touch the image and drag the image in the desired direction. NOTE: if the Usability 

settings “Use gesture to control gain and depth” has been enabled the Pan requires two fingers. 
3. To restore the image to an un-zoomed and centered position, double-tap the image. 

6.6. Measure 

1. To measure a diameter or distance: select MEASURE from the button panel while the image is frozen, 
then select LINE. 

a. Touch the screen where you want to place the first caliper. 
b. Touch the screen where you want to place the second caliper; a line connecting the two calipers 

will appear. 
c. The distance between the two calipers is displayed on the left side of the screen.  Select LINE 

again to remove the circles around the calipers. 
NOTE: Touching anywhere except the selected line and calipers removes the circles. 

d. Adjust placement of the calipers as needed: 
i. Touch a caliper or the line; circles appear around both calipers.  
ii. Touch inside the circle of the caliper to be moved, drag it to the desired position, and lift 

your finger.  Repeat until both calipers are in the desired locations.  

NOTE: up to four measurements may be made on an image. 

NOTE: measurements may be made on frozen or stored images.  These features are only 
available for frozen or stored images.   
NOTE: To save measurements on the image, select SAVE in the button panel while the 
measurements are displayed. 
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2. To measure a circumference: select MEASURE from the button panel while the image is frozen, then 
select CIRCLE. 

a. Touch the screen where you want to place the first caliper. 
b. Touch the screen where you want to place the second caliper; a line connecting the calipers will 

appear showing one of the ellipse diameters. 
c. Touch the screen where you want to place the third caliper. 
d. The distance for both ellipse diameters, the circumference, and the area are displayed on the left 

side of the screen.  Select CIRCLE again to remove the circles around the calipers. 
NOTE: Touching anywhere except the selected ellipse and calipers removes the circles. 

e. Adjust placement of the calipers: 
i. Touch the caliper to be moved; circles appear around all calipers.  

 

ii. Touch inside the circle of the caliper to be moved and drag it to the desired position.  
This increases/decreases the size of the circumference measurement.  Repeat until the 
calipers and the circumference markings are in the desired locations.  

 
NOTE: up to four measurements may be made on an image. 
NOTE: measurements may be made on frozen or stored images.  These features are only 
available for frozen or stored images. 
NOTE: to save measurements on the image, select SAVE in the button panel while the 
measurements are displayed. 

3. To delete a measurement, either select the measurement and then select DELETE from the button panel, 
or select BACK and select DISCARD from the pop-up menu. 
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6.7. Annotate, Draw 

1. To annotate a frozen image, select the ABC icon.  Tap on the screen where you would like to place the 
annotation.  A box appears on the screen with a line connecting the box to where you tapped on the 
screen, and the keyboard on the display device is displayed for you to enter the annotation. 

2. To draw on a frozen image, select MEASURE and then select DRAW MENU from the button panel, select 
DRAW from the DRAW MENU, then use the tip of your finger to draw on the screen.  To erase, select 
ERASE from the DRAW MENU and use the tip of your finger to trace over the line to be erased. 

NOTE: annotations and drawings cannot be performed on live images.  These features are only 
available for frozen or stored images. 
NOTE: annotations and/or drawings may be made on frozen or stored images.  To save 
annotations and/or drawings on the image, select SAVE in the button panel while the 
annotations and/or drawings are displayed. 

6.8. End, Clean Up 

1. Perform the intended procedure.  

2. When the procedure or imaging procedure is finished, select END EXAM from the button panel. 

CAUTION: If a new exam is started before selecting END EXAM, data for the new patient is stored 
in the previous patient’s folder.  The patient data can be edited by following the instructions in 
Section 5.2.1 of this User Guide. 

3. Press and hold the Probe power button until the light on the Probe turns off. 

4. If sterile sheaths are used for the Biim Ultrasound Probe or display device, dispose of them according to 
the facility’s standard operating procedure. 

5. Clean and disinfect the Probe, following the instructions in Section 7. 
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7. CLEANING AND DISINFECTING 

Warning:  
 To reduce the risk of injury, always use personal protection equipment (e.g., gloves and safety glasses) 

when cleaning or disinfecting the Biim Ultrasound Probe. 

 The cleaning and disinfection methods contained in this document are based upon compatibility with the 
Probe and do not imply or guarantee effective biological results.  Refer to the approved labeling of the 
cleaning or disinfection material for information regarding cleaning and disinfection effectiveness.   

Caution:  

 Do not submerge the entire Biim Ultrasound Probe and/or battery in any liquid.  During the cleaning or 
disinfecting procedures, ensure that no liquids get inside the battery compartment.  Liquids may damage 
the Probe and battery as well as void the warranty. 

 Use only Cidex OPA as the disinfectant.  Use of other solutions may damage the Probe and void the 
warranty. 

 Use of cleaning or disinfecting procedures and/or materials other than those recommended by Biim may 
lead to equipment damage and void the warranty. 

 Always follow the instructions from the disinfectant or cleaning solution manufacturer on how to use their 
products. 

 The Probe cannot be sterilized.  If the Probe is to be used for a sterile procedure, it should be placed in a 
sterile sheath legally indicated for such an application.  Use of an autoclave, gas, or other disinfecting 
methods not approved by Biim Ultrasound may damage the Probe and will void the warranty. 

 Verify that any cleaning or disinfectant solution has not expired prior to use on the Probe. 

Cleaning and Sheath Use 
It is recommended that the Biim Ultrasound Probe be cleaned between each patient use.  Cleaning must be 
performed prior to any disinfection.  The United States FDA guidance documents define cleaning as the removal of 
all visible soil or contaminants.  The level of disinfection should be appropriate for the intended clinical use.  
Please note that the use of a sheath is recommended for clinical applications which contact mucous membranes, 
non-intact skin, or normally sterile tissue.  However, even when a sterile sheath or barrier has been used, proper 
cleaning and disinfection procedures should be followed. 
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7.1. Cleaning the Biim Ultrasound Probe 

It is recommended that the Biim Ultrasound Probe be cleaned between each patient use even when a sterile 
sheath or barrier has been used.  Cleaning must be performed prior to any disinfection.  Cleaning should include 
the removal of all visible soil or contaminants.  Follow all cleaning procedures in order, without skipping any 
processes. 
 

WARNING: Follow the cleaner manufacturer’s recommendations and instructions when using cleaners. 

WARNING: Use only cleaners and disinfectants recommended by Biim.  Avoid acetone, Methyl ethyl ketone 
(MEK), paint thinner, or other strong solvents or abrasive cleaners.  Using incompatible solutions may result in 
damage and void the warranty. 

WARNING: Avoid surgeon’s brushes when cleaning the Probe.  Even use of soft brushes can result in damage. 

WARNING: After the Probe is cleaned, if you will also be disinfecting it, it must be completely dry prior to 
disinfection, since water on the surface of the Probe can dilute the disinfectant. 

 
1 .  Clean the surface using a soft cloth dampened with a mild soap solution and remove visible soil and 

contaminants.  A PDI® Sani-Cloth® HB disposable wipe may be used. 
2 .  Check grooves and remove any visible soil.  If necessary, use a cotton swab dampened with mild soap 

solution to remove visible soil in any grooves. 
 Do not use a brush or abrasive material to clean the Probe, as use of these may result in damage. 

3 .  Wipe the Probe with a soft cloth dampened with water.  
4 .  Wipe the Probe dry with a dry cloth. 
5 .  Examine the Probe for damage such as cracks, deep scratches, split seams, sharp edges, etc.  If such 

damage is detected or suspected, do not use the Probe and contact your local Biim representative.  

When cleaning is complete, the Probe should be disinfected using either the low-level or high-level disinfection 
procedures identified in Section 7.2.1 “Low-level disinfection” and Section 7.2.2 “High-level disinfection.” 
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7.2. Disinfecting the Biim Ultrasound Probe 

WARNING: Follow the manufacturers’ recommendations and instructions when using cleaners and disinfectants. 
WARNING: Residual solution may remain on the Biim Ultrasound Probe if the cleaner and disinfectant 
manufacturers’ instructions are not carefully followed. 
WARNING: When disinfecting a Probe, ensure that the solution’s strength and duration of contact are appropriate 
for disinfection. 
WARNING: Check the expiration date of all solutions and chemicals.  Do not use expired solutions or chemicals. 
WARNING: Use a legally marketed sterile Probe sheath and sterile gel for clinical applications which contact 
mucous membranes, non-intact skin, or normally sterile tissue (e.g., biopsy procedures, needle guidance, etc.). 
WARNING: Use a sterile sheath on the display device, or use another means to maintain sterility during all 
interactions with the display device, for clinical applications which contact mucous membranes, non-intact skin, or 
normally sterile tissue (e.g., biopsy procedures, needle guidance, etc.). 
WARNING: The use of sheaths does not change the need for the recommended cleaning and disinfection after 
each use. 
CAUTION: Use only Cidex OPA as the disinfectant.  Use of other solutions may result in damage and void the 
warranty. 
CAUTION: The Probe is not designed to be sterilized.  Sterilizing the Probe can result in damage. 
CAUTION: Selecting a non-recommended solution, using an incorrect solution strength, or immersing a Probe 
deeper or longer than recommended can result in damage. 
 
Use the following procedures to perform either low-level disinfection or high-level disinfection.  The level of 
disinfection should be appropriate for the intended clinical use.  High-level disinfection of the Probe is 
recommended for clinical applications which contact mucous membranes, non-intact skin, or normally sterile 
tissue.  Low-level disinfection of the Probe is recommended for all other applications and is always recommended 
for the accessories. 
 

7.2.1. Low-level disinfection 
 

1 .  Clean and dry the Biim Ultrasound Probe according to the cleaning instructions in Section 7.1. 
WARNING: The Probe must be cleaned and dried before disinfecting.  This is an essential step before 
disinfection, because water on the surface can dilute the Cidex OPA. 

2 .  Ensure that the Cidex OPA is at a temperature of at least 73F (23C). 
3 .  Wipe the Probe with a soft cloth thoroughly wetted with Cidex OPA. 

 Apply the Cidex OPA solution to a cloth instead of to the Probe, to reduce the risk of damage.  
 Do not immerse or soak the battery. 
 Always follow the approved labeling and dilution instructions for the Cidex OPA solution.  
 Wear recommended personal protective equipment (i.e.: gloves, fluid-resistant gown, and eye 

protection) when handling Cidex OPA. 
4 .  Dry the Probe with a clean, soft cloth, or allow the Probe to air dry prior to the next patient use. 
5 .  Store and dispose of excess Cidex OPA according to the Cidex OPA instructions. 
6 .  Examine the Probe for damage such as cracks, deep scratches, split seams, sharp edges, etc.  If such 

damage is detected or suspected, do not use the Probe and contact your local Biim representative.  

 

7.2.2. High-level disinfection 
 

1 .  Clean and dry the Biim Ultrasound Probe according to the cleaning instructions in Section 7.1. 
 Cleaning and drying must be performed in accordance with the above cleaning instructions. 

2 .  Open the Cidex OPA following the manufacturer’s instructions. 
 Do not use Cidex OPA that has been opened for more than 24 hours and/or that has been stored 

outside of the manufacturer’s recommended storage temperature range (59-86F or 15-30C).  
 Do not use Cidex OPA that has expired.  

3 .  Ensure that the Cidex OPA is at a temperature of at least 73F (23C). 
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4 .  Thoroughly wet a soft cloth with Cidex OPA and wipe the Probe, paying close attention to the lens and cap. 
 Do not immerse or soak the battery. 
 Always follow the approved labeling and dilution instructions for the Cidex OPA solution.  
 Wear recommended personal protective equipment (i.e.: gloves, fluid-resistant gown, and eye 

protection) when handling Cidex OPA. 
5 .  Allow the probe to air dry. 
6 .  Immerse the Probe in Cidex OPA until no more than half of the cap is in the liquid, as shown in the 

illustration below.  NOTE: when placing in the Probe into the Cidex OPA be sure to tilt the probe at a  
30-45 angle and slide it into the fluid, making sure that no air bubbles form on any surface of the 
probe.  Once properly in the fluid and no air bubbles are on the surface of the Probe return the probe to 
its upright position.  Once the Probe is upright in the fluid, wipe all submerged surfaces with a piece of 
gauze that was pre-soaked in Cidex OPA to ensure that any remaining air bubbles are dislodged from the 
surface of the Probe. 

 The container used for soaking the Probe should be made of a clear glass or Cidex OPA compatible 
plastic to allow for detection of air bubbles that may adhere to the surface of the Probe.  If any air 
bubbles are discovered wipe them away with the pre-soaked gauze as mentioned above.  If 
necessary remove the Probe from the Cidex OPA and re-immerse following the instructions starting 
with Step 4. 

 The presence of air bubbles on the surface of the probe may impede the high level disinfection 
process. 

 Immersing the Probe deeper than recommended can result in damage or discoloration and may void 
the warranty. 

 Take care not to immerse the buttons or the battery compartment.  Do not allow fluids to enter the 
battery compartment. 

 
7 .  Leave the Probe cap in the Cidex OPA for 45 minutes, ensuring that the Cidex OPA is at a temperature of 

at least 73F (23C) during this process. 
 Do not fully immerse or soak the entire Probe in the solution.  Do not immerse or soak the battery. 
 Always follow the approved labeling and dilution instructions for the disinfectant solution. 
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8 .  Allow the Probe to air dry. 
9 .  Rinse the portions of the Probe that were submerged in Cidex OPA following the Cidex OPA rinse 

instructions. 
1 0 .  Wipe the Probe with a sterile cloth moistened with 70% isopropyl alcohol and allow to air dry.  
1 1 .  Store and dispose of excess Cidex OPA according to the Cidex OPA instructions. 
1 2 .  Examine the Probe for damage such as cracks, deep scratches, split seams, sharp edges, etc.  If 

such damage is detected or suspected, do not use the Probe and contact your local Biim representative. 
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8. TROUBLESHOOTING 

The information in this section is provided to help correct any problems encountered while using the Biim 
Ultrasound System.  If a problem persists or is not covered in this section, refer to the Biim Ultrasound website for 
contact information for your local representative.  NOTE: If a warning such as low probe battery appears while 
scanning, the freeze button on the probe may be used to acknowledge the warning without touching the display 
device. 
 

Symptom Potential Solution 
Display Device will not power on Ensure tablet or phone battery is charged. 
Poor image quality Adjust the Probe location and/or angle. 

Adjust the gain. 
Ensure that the resolution is set to RES. 
Ensure that speckle reduction is set properly. 
Adjust the depth. 
Use adequate amount of approved ultrasound gel. 

Probe will not power on Ensure that a battery is properly inserted and seated 
within the battery compartment. 
Ensure that the battery has an adequate charge.  
Change a depleted battery with a charged battery. 
Hold power button for 2 seconds when turning on. 

Probe is not working Restart the Probe. 
Ensure that a battery is properly inserted and seated 
within the battery compartment. 
Ensure that the battery has an adequate charge.  
Change a depleted battery with a charged battery. 
Ensure that the Probe is connected to the display 
device. 

Image center line is not displayed Go to Usability Settings and ensure the image center 
line is turned on.  

Exam type is incorrect Change exam type by selecting Go To Patient on the 
home screen and accessing Exam Type. 

Battery is not charging when in battery charger Ensure that the battery charger is plugged into a 
working outlet. 
Remove and reinsert the battery into the charger. 
Replace an old battery with a newer one. 

Battery charger light is red when battery is charging Remove and reinsert the battery into the charger. 
Ensure that the battery and charger are at room 
temperature.  
Unplug the charger and plug it back in. 
Replace an old battery with a newer one. 

Wi-Fi password is not accepted If the Probe is blinking green, that Probe has already 
connected to another display device.  Turn off the 
other display device.   
If connected display device was recently turned off, 
turn the probe off and then back on. 
If the password has been forgotten, restore the 
default password by simultaneously pressing the 
Probe Power button and both Probe Depth buttons.  
Then use the default Wi-Fi password “biimeasy”. 

Probe will not connect to the display device Ensure that the display device’s Wi-Fi is turned on. 
From the display device’s Setting or Wi-Fi menu, select 
the Biim Ultrasound Probe from the available Wi-Fi 
networks. 
If the Probe’s LED is green, it is connected to a display 
device.  Locate any other display device it may be 
connected to and turn off that display device, or have 
it forget the Probe’s Wi-Fi network. 

Probe error message on Biim Ultrasound App Restart the Probe. 
Update the Biim Ultrasound App if a newer version is 
available. 
Contact customer support. 
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Invalid Probe firmware message on Biim Ultrasound 
App 

Update the Biim Ultrasound App. 
Update the Biim Ultrasound Probe. 

Failed firmware update message on Biim Ultrasound 
App 

Insert a fully charged battery and start the update 
again. 

Probe is newer than Biim Ultrasound App message 
displayed 

Update the Biim Ultrasound App. 

Unsupported Probe message on Biim Ultrasound App Check that a Wi-Fi connection has been established to 
the Biim L12-4 Probe. 
Update the Biim Ultrasound App if a newer version is 
available. 

Low battery warning on Biim Ultrasound App Install a fully charged battery, ensuring that it is fully 
inserted and latched into the battery holder. 
If battery life per charge has decreased, replace old 
battery with a newer one. 

Low Wi-Fi rate message on Biim Ultrasound App Minimize the distance between Probe and the display 
device. 
Select a different Wi-Fi channel in the Probe Settings.  
The START WI-FI SCAN feature described in section 
5.4.6 may be used to select a better channel. 

Limited storage space message on Biim Ultrasound 
App 

Remove unnecessary files, images, and applications 
from the display device. 

This Display Device Has Not Been Tested message on 
Biim Ultrasound App 

Install the Biim App on a supported display device 
model with a supported operating system version. 

Login Locked message on Biim Ultrasound App 
(occurs when too many unsuccessful logins have been 
attempted) 

Wait for login to unlock and try again. 

Patient database password is not accepted Ensure that the correct password is being used.  There 
is no default for this password; it is set by you. 
Select RESET PASSWORD from the Patient Settings 
Configuration screen.  CAUTION: This will remove all 
existing images and patient data. 

Slow Image Update message on Biim Ultrasound App Ensure the display device is one of the tested display 
devices. 

Probe connection is lost unexpectedly Ensure that the Probe has not powered down due to a 
low battery or no activity. 
If the display device supports cellular connections, 
make sure a SIM card is installed, or that the display 
device is in the offline mode with Wi-Fi enabled. The 
START WI-FI SCAN feature described in section 5.4.6 
may also be used to select a better channel. 

Display device touchscreen is unresponsive Clean the screen as recommended by the display 
device manufacturer.  Do not use if display device 
remains unresponsive. 

Probe License Not Found message on Biim Ultrasound 
App 

Connect the display device to the Internet and update 
licenses. 

Probe battery indicator without charging level on Biim 
Ultrasound App 
 

Ensure that battery is fully inserted and latched into 
the battery holder.   
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9. SERVICE AND REPAIR 

The Biim Ultrasound System does not require any scheduled maintenance, system checks, or calibration.  There 
are no user serviceable parts of the Probe, battery charger, or battery.  For service information or to return your 
Biim Ultrasound System for repair, please contact Biim Ultrasound technical support at biimultrasound.com. 
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10. UPDATING THE SYSTEM 

System updates may be obtained by upgrading your Biim Ultrasound App from Apple’s App Store or Google Play.  
When you update the Biim Ultrasound App, you will also get the latest firmware for your Biim Ultrasound Probe. 
 

10.1. Update the Biim Ultrasound App 

To update the Biim Ultrasound App, do the following: 
 

1. Connect the display device used to run the App to the Internet. 
2. If using an Apple display device: 

 Use the App Store to update the App. 
3. If using a Samsung display device: 

 Use Google Play to update the App. 

10.2. Update the Biim Ultrasound Probe 

To update the Biim Ultrasound Probe, do the following: 
 

1. Update the Biim Ultrasound App using the instructions above. 
2. Connect the display device used to run the App to the Probe. 
3. Open the App. 
4. Select the CONFIGURATION icon. 
5. Select the ABOUT icon. 
6. Select PROBE UPDATE from the About screen. 
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11. DISPOSAL INFORMATION 

To return the Biim Ultrasound System for end-of-life recycling, please contact your nearest Biim Ultrasound sales 
or distribution office in the country of purchase. 
 
Caution: The Biim Ultrasound System contains a removable battery.  Dispose of the battery in accordance with 
local regulations; improper disposal may present an environmental hazard. 
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12. TRAINING 

WARNING: Do not use this device unless you have received appropriate training and understand its operation and 
capabilities. 
 
Although thoroughly reading and understanding all material in this User Guide should allow safe and effective 
operation of the Biim Ultrasound System, in-service training is also recommended.  Below is a list of subjects that 
should be covered if applicable in your facility. 
 

1. Warnings and Cautions, see section 1 
2. System Overview, see section 2 
3. Probe, see section 3 

a. Overview including Power button and orientation marker 
b. Control buttons 
c. Indicator lights 
d. Battery insertion, removal, and charging 

4. Home Screen, see section 5 
5. Patient Data, see sections 5.2.1 and 5.3 

a. Log In 
b. Enter Patient Data 
c. Select Patient 

6. Set up for scanning, see section 6.1 
a. Wi-Fi connection 
b. Biim battery icon 

7. Set up for sterile procedures, see section 6.2 
a. Tablet sheath 
b. Probe holder and sheath 

8. Scanning Orientation, see section 6.3 
a. Control Menu 

i. Gain 
ii. Depth 

b. Depth markers 
c. Orientation marker 
d. Patient Name 
e. Time and Date 

9. Scanning Image Capture, see section 6.4 
a. Freeze and Save 
b. Record 

10. Zooming, see section 6.5 
11. Measurements, see section 6.6 
12. Annotations and Drawing, see section 6.7 
13. Ending Exam, see section 6.8 
14. Cleaning and Disinfecting, see section 7 
15. Help, see section 5.5 

a. Accessing the User Guide 
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13. ACOUSTIC OUTPUT 

 

13.1. ALARA Principle 

ALARA is the guiding principle for the use of diagnostic ultrasound.  Qualified ultrasound users determine the 
exposure that is “as low as reasonably achievable.”  There are no set rules to determine the correct exposure for 
every situation.  The qualified user determines the optimal approach to keep acoustic exposure low and bio-
effects to a minimum, while still obtaining a diagnostic image.  A thorough knowledge of the Probe’s capabilities 
and the system’s setup and controls, along with proper scanning techniques, are all necessary.  
 
The imaging optimization setting and the depth setting determine the characteristic of the ultrasound beam for 
the Biim System.  The transducer capability drives the frequency of operation, penetration, resolution, and field of 
view.  It is the scanning technique of the qualified ultrasound user, along with patient variability, that determines 
the proper system settings to use for a given exam. 
 
The variables that affect the way the qualified ultrasound user implements the ALARA principle include patient 
body size, attenuation of the acoustic energy in the body, and ultrasound exposure time.  Exposure time is 
especially important, because the qualified user can manage the time the system is actively imaging.  The ability 
to limit the exposure over time supports the ALARA principle. 

13.2. Applying the ALARA Principle 

The ALARA principle means limiting ultrasound use to situations in which it is medically required, and limiting 
patient exposure to the lowest ultrasound output for the shortest time necessary to achieve acceptable diagnostic 
images.  Although there are no direct user controls for acoustic output, you can indirectly control output by varying 
optimization and depth.  
 
In the event of a device malfunction, there are redundant internal system controls that limit transducer output.  
This is accomplished by the system providing monitors and limits for both the overall transducer current and the 
voltage drive to the transducer. 

13.3. Direct, Indirect, and Receiver Controls 

The system controls are divided into three main categories relative to acoustic output: controls that directly affect 
output, controls that indirectly affect output, and receiver controls. 
 

13.3.1. Direct Controls 
The system does not have a direct user control for output, but it has been designed to automatically set the output 
to give acceptable image quality and to maintain proper acoustic and thermal limits.  Although there is no direct 
user control for output, the sonographer can still rely on controlling exposure time and scanning technique to 
implement the ALARA principle. 
 
The Biim Probe does not exceed a spatial peak temporal average intensity (ISPTA) of 720 mW/cm2, a mechanical 
Index (MI) of 1.0, and a TI of 1.0. 
 

13.3.2. Indirect Controls 
The controls that indirectly affect output are the imaging optimization control, the depth control, and the freeze 
control.  The imaging optimization and depth controls determine the characteristic of the ultrasound beam.  The 
system freeze control stops all acoustic output while allowing you to scroll through the previously captured images. 
 
In general, increasing the depth increases the acoustic output, and the optimization setting provides the lowest 
acoustic output. 
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13.3.3. Receiver Controls 
The receiver controls are the gain control and the speckle reduction control.  The receiver controls do not affect 
the acoustic output and should be used first to optimize the image. 
 

13.4. Transducer Surface Temperature Rise 

 
This section lists the temperature rise from ambient of the L12-4 Probe, both in free air and in simulated use test 
cases.  All temperature measurements were conducted in accordance with IEC Standard 60601-2-37 
(International Electrotechnical Commission “Particular requirements for the basic safety and essential 
performance of ultrasonic medical diagnostic and monitoring equipment”).  
 
There are two predominant sources of uncertainty (of measurement), referenced as “Type A” (those that are 
derived from methods of evaluation of uncertainty based on the statistical analysis of a series of observations) 
and “Type B” (those that are derived from methods of evaluation of uncertainty based on methods other than the 
statistical analysis of a series of observations).  In this report, a number of efforts have been undertaken to both 
assess and reduce the uncertainties of the measurement. 
 
The devices used in the measurement (thermocouples, capture boards) have systematic errors associated with 
their use, either from calibration uncertainty or from design limitations.  These are noted below and were not 
associated with statistical analysis; they are, therefore, Type B uncertainties.  
 
The device under test was measured several times with several individual samples, and the statistical analysis of 
this data results in the Type A measurement uncertainty estimation.  These parameters are summarized in the 
table at the end of this section.  
 
Whether the sources of the uncertainties in the measurement are random or systematic, or more formally, Type A 
or Type B, they may be combined into an overall assessment of measurement uncertainty.  The analysis of the 
Type B uncertainties below should be combined with the statistically derived Type A measurements on a Root Sum 
Squares basis.  
 
The measurement uncertainties (Type B) were determined as follows:  
 
1. Thermocouple measurement calibration accuracy:  ±0.4ᵒ C  
 
Accuracy specification provided by the calibration provider for measuring temperatures above 0ᵒ C with a Type T 
thermocouple.  
 
2. Ambient/Phantom temperature variation:  ±0.32ᵒ C  
 
Ambient temperature variation had a worst-case standard deviation of 0.32ᵒ C during the measurements.  The 
impact of this variation is expected to be much less than the variation but is difficult to estimate.  The full range of 
the ambient variation is included in the uncertainty as a conservative estimate. 
 
Since all the above error sources are independent, they may be added on an RSS basis, giving a total for Type B 
uncertainty of ±0.51ᵒ C.  These estimates are based on a rectangular distribution.  This value is divided by the 
square root of 3 for RSS combination with the Type A (assumed Normal distribution) uncertainty values, yielding a 
σType B = 0.30ᵒ C.  
 
Statistical upper limits for each measurement are summarized in the following table: 

 Temperature Rise Type B 
Uncertainty 

(C) 

Combined 
Uncertainty 

(C) 
K for 3 

Samples 

Temperature 
Rise Upper 
Bound (C) Mean (C) Std. Dev (C) 

Free Air 1.42 0.12 0.30 0.32 4.26 2.80 
Simulated Use 0.05 0.02 0.30 0.32 4.26 1.33 
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13.5. Acoustic Output Measurements 

This section gives the acoustic output table for the Biim L12-4 Probe.  All acoustic output measurements were 
conducted in accordance with IEC Standard 60601-2-37 (International Electrotechnical Commission 
“Requirements for the Declaration of the Acoustic Output of Medical Diagnostic Ultrasonic Equipment”), and the 
relevant measurement procedures of the NEMA Publications “Acoustic Output Measurement Standard for 
Diagnostic Ultrasound Equipment” UD-2 and “Standard for Real-Time Display of Thermal and Mechanical Acoustic 
Output Indices on Diagnostic Ultrasound Equipment” UD-3.  
 
The Track 3 Reporting Table is included to summarize the acquired acoustic data for the Probes tested.  The 
statistics table shows the worst-case indices for the Probe and the operating conditions that must be reported.  
The values in the table are the average of the three representative samples measured. 
 
Neither the MI nor the TI exceeded 1.0 for any conditions for the Probe.  As such, per the FDA guidance, the 
following Track 3 summary table is provided, as more detailed tables are not required.  However, detailed, mode-
specific tables are provided for informational purposes. 
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Track 3 Reporting Table 
 

 
 

A statistical analysis was performed on the acoustic data measured to examine the upper output limits, based on 
a one-sided tolerance limit approach.  The mean and standard deviations of the Spatial-Peak, Time-Average 
Intensity, and Mechanical Index were found, and the upper output limits were calculated from the following 
formula: 
 
 = ̅+K   
 
where X is the upper output parameter limit, ̅ is the average of the measured output parameter,  is the 
standard deviation of the measured output parameter, and K is a factor. 
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Acoustics Measurement Statistics Table 
 

Mode: B-mode 
Probe: L12-4 

 
MI 

(Dimensionless) 
ISPTA.3 

(mW/cm2) 
Sample Size 3 3 

K 4.258 4.258 
Mean 0.552 2.95 

Std Dev 0.0285 0.366 
Limit 0.674 4.50 
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14. TECHNICAL SPECIFICATIONS 

14.1. Physical Dimensions and Weight 

Probe Weight (with battery)  210 grams 
Probe Length    151 mm 
Probe Width    58 mm 
Probe Height    41 mm 

14.2. Environmental Limits 

Operating Environment 
10 to 30ᵒ C 
5-90% relative humidity, non-condensing. 

 
Non-Operating Storage Environment 

-20 to 60ᵒ C 
5-95% relative humidity, non-condensing. 

14.3. Battery Charger Electrical 

Battery Charger Line Power Input:   100 – 240Vac, 50/60 Hz 
 

14.4. Battery Specification 

Type:  Lithium Ion 
Rating:  3.70V, 2000mAh, 7.4 Wh 

14.5. Electrical Safety 

The Biim Ultrasound Probe has been evaluated, tested, and found to meet the applicable requirements of the 
following international safety standards: 

 IEC 60601-1, Medical Electrical Equipment – Part 1: General requirements for basic safety and essential 
performance. 

o Internally powered 
o Type BF Applied Part (gray cap of the Probe)  

 IEC 60601-2-37, Medical electrical equipment – Parts 2-37: Particular requirements for the basic safety 
and essential performance of ultrasonic medical diagnostic and monitoring equipment 

 IEC 60601-1-2, Medical electrical equipment – Parts 1-2: General requirements for basic safety and 
essential performance – Collateral standard: Electromagnetic compatibility – Requirements and tests 

 IEC 60529, Degrees of protection provided by enclosures (IP Code) 

 
The Biim System is a Non AP/APG device and is not suitable for use in the presence of flammable anesthetics. 
 

14.6. Measurement Accuracy 

The Biim System provides measurement capabilities such as distance, diameter, or circumference that can be 
evaluated, along with other clinical data, by the clinician.  
 
Measurement accuracies provided below do not include errors introduced by acoustic anomalies. 
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2D Measurement                         System Accuracy     

Axial Distance <  +/- 5% of measured distance  +/- 1mm 

Lateral Distance <  +/- 5% of measured distance  +/- 1mm 

Circumference <  +/- 5% of measured distance  +/- 1mm 
 
 
Measurement error sources can include: 
 

 Mechanical Part variations. These are typically offset errors introduced from part size variations from 
nominal. 

 Acquisition Errors. These include errors introduced due to sampling frequency errors and signal 
processing errors. 

 Display Format Errors. These include scan conversion errors, rounding errors, and errors due to the pixel 
resolution of the display used. 

 

14.7. Biocompatibility 

The patient contact materials have been validated to meet the requirements of the following standard: 
 ISO 10993-1, Biological evaluation of medical devices – Part 1: Evaluation and testing within a risk 

management process 

14.8. Fluid Ingress Rating 

The Biim Probe has been tested for a fluid ingress rating of IPX1 for all parts of the device except the battery door 
area.  The Probe should not be submersed or directly sprayed with fluid.  
 
The Biim Probe lens and nose piece are designed to IPX7 rating and can be temporarily submersed in fluid up to 
below the top of the Probe’s gray nose piece. 

14.9. Wireless Transmission 

The Biim Ultrasound System incorporates the standard IEEE 802.11 b/g/n transceiver to provide a wireless 
Ethernet connection to the Biim Ultrasound Probe, DICOM servers, and network PCs.  The Probe contains an IEEE 
802.11 transmitter that uses the ISM frequency bands from 2.412 to 2.484GHz.  It uses an internal transmitter. 
 
The internal transmitter implements two different methods of transmission: 

 IEEE 802.11b with Direct Sequence Spread Spectrum (DSSS) at a maximum of 13 dBm +/- 2.0 dBm @ 
11 Mbps 

 IEEE 802.11g with Orthogonal Frequency Division Multiplexing (OFDM) at a maximum of 11 dBm +/- 
2.0 dBm @ 54 Mbps 

 
The Wireless communication link between the Probe and the display device is a direct point-to-point link.  Only one 
display device can be attached to the Probe at a time.  Therefore, Quality of Service (QoS) settings are not 
required. 
 
The operating distance between the Probe and the display device can be over 50 feet.  However, environmental 
conditions, obstructions, and other radiators in band can reduce the effective operating range of the device.  Biim 
recommends a typical operating range of 6 feet or less, to give the most consistent performance as well as to 
allow you to interact effectively with the display device while holding the Probe. 
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14.10. Electromagnetic Conformity 

14.10.1. Radiated Emissions 

 
Guidance and Manufacturer’s Declaration — Electromagnetic Emissions 
The Biim Ultrasound System is intended for use in the electromagnetic environment specified below.  The 
customer or the user of the System should ensure that it is used in such an environment. 
Emissions Test Compliance Electromagnetic Environment - Guidance 
RF Emission CISPR 11 Group 1 

Class A 
The Biim Ultrasound System must emit 
electromagnetic energy in order to perform its 
intended function.  Nearby electronic equipment 
may be affected. 

Harmonic emissions  
IEC 610003-2 

Not Applicable Battery operated equipment 

Voltage fluctuations/flicker 
emissions 
IEC 61000-3-3 

Not Applicable Battery operated equipment 

 
 

14.10.2. Electromagnetic Immunity 
 

Guidance and Manufacturer’s Declaration — Electromagnetic Immunity 
The Biim Ultrasound System is intended for use in the electromagnetic environment specified below.  The 
customer or the user of the System should ensure that it is used in such an environment. 
Immunity Test IEC 60601 Test 

Level 
Compliance Level Electromagnetic Environment - 

Guidance 
Electrostatic discharge 
(ESD) 
IEC 60601-4-2 

±6 kV contact 
±8 kV air 

±6 kV contact 
±8 kV 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 
transient/burst 
IEC 61000-4-4 

Not Applicable Not Applicable Battery operated equipment 

Surge  
IEC 61000-4-5 

Not Applicable Not Applicable Battery operated equipment 

Voltage Dips, short 
interruptions and voltage 
variations on the power 
supply input lines 
IEC 61000-4-11 

Not Applicable Not Applicable Battery operated equipment 

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

3 A/m 3 A/m Power frequency magnetic fields 
should not be greater than levels 
characteristic of a typical location in 
a commercial or hospital 
environment. 

Radiated RF 
IEC 61000-4-3 

3 V/m 
80 MHz to 2.5 GHz 

3 V/m Portable and mobile RF 
communications equipment should 
be used no closer to any part of the 
Biim Ultrasound System than the 
recommended separation distance 
calculated from the equation 
applicable to the frequency of the 
transmitter. 
Recommended separation distance: 
d = 1.2 √(P) 
d = 1.2 √(P) 80 MHz to 800 MHz 
d = 2.3 √(P) 800 MHz to 2.5 GHz 
where P is the maximum output 
power rating of the transmitter in 
watts (W) according to the 
transmitter manufacturer and d is 
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the recommended separation 
distance in meters (m). 

Field strengths from fixed RF 
transmitters, as determined by an 
electromagnetic site survey,a should 
be less than the compliance level in 
each frequency range.b 

Interference may occur in the 
vicinity of equipment marked with 

the following symbol:  
 

NOTE 1 – At 80 MHz and 800 MHz, the separation distance for 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 Biim Ultrasound System 
is used exceeds the applicable RF compliance level above, the System should be observed to verify normal 
operation.  If abnormal performance is observed, additional measures may be necessary, such as re-orienting or 
relocating the System. 
b Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m. 

14.11. Separation Distance 

The Biim Ultrasound System is intended for use in an electromagnetic environment in which radiated radio 
frequency (RF) disturbances are controlled.  The user of the System can help prevent electromagnetic interference 
by maintaining a minimum separation or distance between portable, mobile, or fixed RF communications 
equipment (transmitters) and the System as recommended below, according to the maximum output power of the 
communications equipment.  

Recommended Separation Distances Between Portable and Mobile RF Communications and 
the Biim Ultrasound System 

Rated maximum output 
power of transmitter 

Watts (W) 

Separation distance according to frequency of transmitter 
Meters (m) 

150 kHz to 80 MHz 

d = 1.2 √(P) 

80 MHz to 800 MHz 

d = 1.2 √(P) 

800 kHz to 2.5 GHz 

d = 2.3 √(P) 

0.01 0.12 0.12 0.23 

0.1 0.38 0.38 0.73 

1 1.2 1.2 2.3 

10 3.8 3.8 7.3 

100 12 12 23 

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in 
meters (m) can be estimated using the equation applicable to the frequency of the transmitter, where P is the 
maximum output power rating of the transmitter in watts (W) according to the transmitter manufacturer. 

NOTE 1 – At 80 MHz and 800 MHz, the separation distance for 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. 
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14.12. Regulatory Compliance 

Changes or modifications of this product, not expressly approved by Biim, may void the user’s authority to operate 
the equipment.  This device complies with part 15 of the FCC Rules and Industry Canada Radio Standard RSS-
210.  Operation is subject to the following two conditions: 

1. This device may not cause harmful interference, and 
2. This device must accept any interference received, including interference that may cause undesired 

operation. 

This equipment generates, uses, and can radiate radio frequency energy and, if not installed and used in 
accordance with the instructions, may cause harmful interference to radio communications.  However, there is no 
guarantee that interference will not occur in a particular installation.  If this equipment does cause harmful 
interference to radio or television reception, which can be determined by turning the equipment off and on, the 
user is encouraged to try to correct the interference by one or more of the following measures: 

• Reorient or relocate the receiving antenna. 
• Increase the separation between the equipment and receiver. 
• Consult the dealer or an experienced RF technician for assistance. 
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CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician. 

 
An issued or revision date for these instructions is included for the user’s information.  In the event that two years 
have lapsed between the issued or revision date and use of the product, contact Biim Ultrasound AS to see if any 
additional product information is available. 
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