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Safety Information, Precautions and Limitations

WARNING: For safe and proper use, read all operating instructions in this User Manual
before using the spinit® instrument.

Please read all the following precautions and limitations carefully:

Please read and carefully follow the test specific information given in the Instructions for Use
of all spinit® discs.

Only spinit® discs and spinit® strips are to be used. Do not insert standard CDs or DVDs into
the spinit® instrument.

Place the spinit® instrument in a well-ventilated environment, allowing at least 20 cm of free
space at each side of the instrument.

Do not spill any liquids or drop any objects onto or into the spinit® instrument. The spinit®
instrument should not be near or in contact with water.

Spillage of potentially infectious material should be wiped off immediately with absorbent
paper tissue and the contaminated areas swabbed with a standard disinfectant or 70% ethyl
alcohol. Materials used to clean spills, including gloves, should be disposed of as bio-
hazardous waste.

If the instrument is used in a manner not specified by the manufacturer, the protection pro-
vided by the instrument may be impaired.

The screen representations shown in this User Manual are for illustrative purposes only. The
screens do not necessarily show valid data or represent your spinit® instrument version.

Adverse Events

Adverse events will not occur if the indications on the current Instruction for Use are followed and
the component is handled by a professional. All suspects of a serious adverse event related with a
medical device must be notified to the manufacturer identified in these Manual and to the compe-
tent authority of the Member State in which the user and / or the patient is established, or alter-
natively to INFARMED I.P. through the following contacts:

INFARMED, I.P.

Direcao de Gestao do Risco de Medicamentos

Parque da Saude de Lisboa, Av. Brasil 53
1749-004 Lisboa
Tel: +351 217 985 209

Site: https://www.infarmed.pt/web/infarmed/notificar/dispositivos
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spinit® instrument

Intended Use

spinit® S and spinit® E, in this manual referred as spinit® instrument, are for in vitro diagnostic use
only, consisting of an quantitative, automated, near patient testing, to be used in combination
with spinit® discs.

The combination of spinit® instrument with spinit® discs, refered in this manual as System, have
the purpose of providing information concerning the predisposition to a medical condition or a
disease, and, to define or monitoring therapeutic measures.

The system is used by healthcare professionals in a variety of healthcare settings, and exclusively
with spinit® discs and recommended controls.

Conformity to the IVD regulation

The spinit® instrument meets all provisions in the European regulation 2017/746 on In Vitro Diag-
nostic Medical Devices and is CE marked accordingly.

Safety standards
The spinit® instrument has been tested and found to be in conformity with IEC 61010-2-101
(Particular requirements for in vitro diagnostic (IVD) medical equipment).

EMC standards

The spinit® instrument has been tested and found to be in conformity with EMC IVD instrument
standard EN 61326-2-6 (/n vitro diagnostic (IVD) medical equipment).
Directive 2014/30/EU.

& biosurfit

biosurfit, SA

Rua 25 de Abril n966,
2050-317 Azambuja, Portugal
1SO13485 certified company
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Bl INTRODUCTION

About this User Manual

This User Manual will guide you through installation, operation and maintenance of your spinit®
instrument. The User Manual also explains how the instrument works, describes the quality assur-
ance system and assists you in troubleshooting.

For analyzing patient samples or controls, please also read the test specific information given in
the Instructions for Use found in the spinit® test kit. The Quick Guide highlights the main steps of
the test procedures and contains information on proper quality control routines.

We recommend that you become familiar with the user instructions before you start operating the
spinit® instrument.

Unpacking the spinit® instrument

When unpacking, check the components for signs of shipping damage.

Each spinit® package includes:

. 1 spinit® E or spinit® S

o 1 Power Supply Unit

o 1 Power Supply Cable

o 1 Barcode Scanner and respective user manual
o 1 spinit® instrument User Manual

If the package is found incomplete, please report missing items or shipping damage to your local
supplier. We recommend keeping the shipping box if shipping of the device is needed.
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Bl spinit® DESCRIPTION

The spinit® brand

biosurfit offers a variety of In Vitro Diagnostic Medical Devices of spinit® brand. All together they
work like a system, and includes the spinit® instrument, spinit® discs, spinit® controls and spinit®
strips.

All components were designed and developed to be used exclusively.

Description of the spinit® disc

The spinit® disc is unique for each analyte to be measured and integrates test specific reagent
compositions and volumes. The spinit® discs have a unique color for each test and are separately
packed in foil pouches to protect the reagents and plastic devices from light, dirt and humidity. A
single disc, for single use, contains all necessary reagents for one test and is ready to use. For pa-
tient sample or control collection, a spinit® strip is used for all tests except the spinit® COVID-19
Antibody test which requires a capillary collection tube (provided with kit). The disc cannot be re-
used.

Figure 1 illustrates spinit® disc and spinit® strip functional parts.

SHOINIC
© ®—&X
Figure 1.
Test disc: spinit® strip:
1. Sample well 3. Sampling area (collection chamber)
2. Blister with buffer or reagent* 4. Handling area

5. Breaking Line

*Not present in spinit® BC
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Description of the spinit® instrument

The spinit® instrument is a near patient testing, automated medical device with a user friendly interac-
tive touchscreen and an automatic tray designed to accommodate only spinit® disc.
Figure 2 shows the main exterior parts of the spinit® instrument.

Figure 2.

1. Power ON button

2. Connection to power supply;

3. Two (2) USB ports: to connect an external printer, a barcode reader or a USB pen drive. The
USB pen drive can be used to export data and upload software updates;

4. RJ-45 connector to Ethernet cable (LAN port is considered as in house SELV): connectivity
option to remote Laboratory or Hospital Information System (LIS/HIS);

5.  Touch screen - spinit® instrument user interface operated by touching virtual buttons on a
colored touchscreen;

6.  Tray: The tray protects the instrument and the disc from dust, light and humidity while per-

forming an assay and when the instrument is not in use;

A

Do not open or close the tray manually.

Product Applicable spinit® test disc
spinit® S spinit® BC, spinit® CRP, spinit® HbAlc and spinit® COVID-19 Antibody
spinit® E spinit® CRP, spinit® HbAlc and spinit® COVID-19 Antibody

The barcode on the pouch label prompts the instrument to conduct the appropriate test.
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How the spinit® instrument works

The spinit® instrument is a automated, near patient testing, in vitro medical device designed to
work with the spinit® disc, intended to provide information concerning the predisposition to a me-
dical condition or a disease, and, to define or monitoring therapeutic measures.

The spinit® platform is based on a proprietary technology designed to offer rapid results from a
single drop of blood, providing fast, safe and effective clinical monitoring and improved patient
care. The instrument is designed to be a universal, multi-assay instrument platform capable of
accommodating different tests developed to address the most urgent needs in the clinic. The
barcode on the disc prompts the instrument to conduct the appropriate program.

Two versions of the spinit® instrument are currently CE marked.

The spinit® S is the Complete version of the spinit® instrument and is designed to include all analyti-
cal modules enabling the customer to run all four types of spinit® tests currently available on the
market, the spinit® CRP (measures C-Reactive Protein levels in whole blood), spinit® HbAlc
(measures glycated haemoglobin Alc concentration in whole blood, spinit® BC (measures total
white blood cell count and 5-part differential) and spinit® COVID-19 Antibody (perform a quantita-
tive detection of IgG antibodies to SARS-CoV-2 spike protein in whole blood).

The spinit® E is the Essential version of the spinit® instrument and only reads spinit® CRP, spinit®
HbAlc and spinit® COVID-19 Antibody discs.

Both spinit® §’s and E's analytical modules are comprised of a spectrophotometer. The spectro-
photometer is made up of two light emitting diodes (LEDs), two photodiodes that function as de-
tectors and an electronic circuit board that processes the LEDs independently. Emitted light is re-
flected inside the disc and passes through a detection chamber. Transmittance of light through the
optical path is measured and will vary depending on the reaction occurring inside the chamber.
The transmission of light through the blood sample in the detection chamber is measured and is
correlated to the concentration of the specific analyte. The analytical process is fully automated
and the completed test results are shown on the screen.

Only the spinit® S integrates a microscopy module for image acquisition and a precise angular disc
positioning module. The microscopy module is composed of the following components: illumina-
tion stage, miniaturized microscope with auto-focus capability and a digital camera.

The software installed on the spinit® instrument is an integral part of it.

spinit® instrument has the minimum requirements concerning hardware to run the software as
intended to be able to realize the spinit® test discs.

The software version for spinit® S include the following features: remote control of disc angular
position and auto-focusing function, digital image treatment (illumination corrections, background
correction, etc.), object detection within a image (segmentation) and WBC feature analysis and
classification.

The instrument is delivered to the user pre-calibrated. If the instrument detects a malfunction, the
test will be interrupted with a display of the information code and the patient results will not be
reported. The user must refer to the spinit® User Manual to understand the cause of the infor-
mation code.
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Internal process control
The instrument self-test

A self-test is performed during start-up of the instrument to ensure that the instrument is oper-
ating according to established specifications. The self-test validates:
. Hardware and software integrity

The fail-safe mechanisms

The spinit® instrument is designed to be maintenance free by the user and it performs multiple
functional and operational tests to guarantee proper performance. A Hardware Mainte-
nance procedure is performed on a periodic and automatic basis.

External process control
Patient ID

The spinit® patient ID function will, if enabled, allow 100 000 number of patients to be entered.
The Patient ID will be stored with each patient test result in the results panel.

Operator ID

The spinit® operator function will, if configured, allow the operators to insert their identification
before testing.
The operator ID will be stored with each test result in the results panel.

Quality Control

For manufacturer recommendations see Frequency of control testing page 21.

Calibration

The spinit® instrument has been manufactured to deliver reliable and accurate results. During
manufacturing, the instruments are calibrated against a reference system. This procedure has
been established to ensure that all instruments operate within identical tolerance limits.

Each spinit® test has its own lot specific calibration data coded on the barcode of the disc pouch
label. A plug-and-play barcode reader is provided to this effect.

spinit® instrument User Manual | spinit® description 7



B GETTING STARTED

Installing your instrument

Place the spinit® instrument on a dry, clean, vibration-free and horizontal surface. Only use parts
approved by biosurfit. The use of non-approved parts may result in malfunction of the instrument
and may render the warranty null and void.

Make sure it is in a well-ventilated environment, allowing at least 20 cm of free space at each side
of the instrument.

Acclimate the instrument to ambient operating temperature (15-30°C).

The instrument might be impaired by:

o Condensing humidity and water

o Heat and large temperature variations

o Direct sunlight

. Vibrations (e.g. from centrifuges and dishwashers)

o Movement of the instrument during processing of a Test

Connecting power supply

Connect the power supply cable to the power supply unit (Figure 3).

Insert the plug from the power supply cable into the power socket in the back of the instrument.
Connect the instrument to grounded power outlets only.

Always use the correct supply voltage. The power supply voltage must match the information
quoted in the section Technical specifications, page 32.

Figure 3.
A 1.  Power ON button.
2. Power input for power supply connection.

O .
Empn O

Connecting additional equipment

Optional equipment not provided with your spinit® instrument are:

o Printer — for optional print out of test results.

For additional information regarding the barcode reader, printer, and connection to HIS or LIS
systems, please contact your local spinit® instrument supplier.

A Connecting the equipment should be done while the instrument is powered off.

8 spinit® instrument User Manual | Getting Started



How to turn ON the instrument

1. Turnon the instrument on the back by pressing the p
ON button (Figure 3) . S ; Ihlt
An automatic start-up procedure will be initiated.
Please wait until stabilization period is complete

Statdizing, 9731

2. Theinstrument is ready for use when the stabilizing
is complete and the Start button becomes available. | i7 | & |

3. On the Home menu the user may directly start an as- Splhk
say, a quality control check, watch the training videos
or move into other options through the Settings

lcon . [IEN

How to turn OFF the instrument

Turn off the instrument by going into the Settings icon and select Shutdown button. The in-
strument should be powered off at the end of the day.

Please note:

o When the power is turned off, a closing down procedure is initiated.

o The instrument can be powered off, or the power supply disconnected, without loss of
stored results.

o The instrument cannot be turned off if the tray is open.

How to operate the instrument

The instrument is easily operated using the touch buttons that appear on the screen. When a
button is touched, its function will be activated. Text messages that appear on the screen will help
guide you through the testing procedure (Figure 4).

The other main operative part of the spinit® instrument is the disc tray. It is designed to receive
the disc in one orientation only, with label facing up. The tray opens and closes automatically. To
automatically open the tray, click the Next button after reading the barcode; When a new disc is
placed in the tray, click the Next button to automatically close the tray; closing the tray will initiate
the analysis. To discard the disc, you will need to click Eject. The tray protects the instrument from
dust, dirt, light and humidity during processing and when the instrument is not in use.

e The tray opens and closes automatically. Do not open or close the tray manually.

e Use the fingertips (with or without gloves) only on the touchscreen. Only a light touch is
A required, applying too much pressure may damage the touchscreen surface.

e Do not use pens or other sharp objects, may damage the touchscreen surface.
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Figure 4.
1. Text message

2. Touch buttons
3. Tray with a ready to use disc

Sound signals

A short beep indicates completion of an analysis.

spinit® instrument User Manual | Getting started



I CONFIGURATION

The spinit® menus

The major instrument configuration options are available through the spinit® Settings menu.

Home Menu

SpPINIT

On the Home menu the user may directly start a test selecting Start, a quality control check by click-
ing QC Mode, watch the Training videos or move into other options through the Settings

spinit® settings

Spinit® settings Spinit® settings

Data Languages Advanced seflings
HLT Stalus About soinit® B

Crulity Controd SR

Different configurations are available in the spinit® settings menu, namely retrieval of past results,

language selection, HL7 connection status, access to spinit® software versions, performance of quali-
ty control measurements, and definition of additional options on Advanced Settings menu.

Data

Data management

Show data by operator

Show data by patient

The user can view past results by clicking Data on the spinit® settings menu.
Results can be sorted on the Results panel by operator or patient and exported to a USB pen drive.

spinit® instrument User Manual | Configuration 11



The spinit® menus
Language

English is the default language, other languages are available and may be selected in the first panel
of spinit® settings. Select the menu Languages, click on the preferred language and it will be set for
all menus and instructions.

HL7 Status
HLT Configured: Mo
Network available: Yes
Server reachable: No

Number of failed messages

To verify the status of HL7, the user must click on HL7 Status button. It will provide information
regarding: network connectivity, HL7 configuration status of the device, and the number of HL7
messages that the system was unable to send to the LIS/HIS. Additionally, the user has the option
to manually resend these messages by pressing the Upload button.

About

- N "
Y ‘ - . spinitview wersion 4,140
“ b rf’t e _scaner 104
k - "osu spinit-abs version: 3.8.4
spinit-abs-hbalc version: 1.5.4

s/n: spinit-c459 spinlt-be version 3.3,1588
spinit-hw version: 1.2.14
03,02 5P3.14 spinit-base version: 1.1.1
hematocrit warsion 3.3 498
i iz sginit-cam vession: 3.0.142

BE-GAR - HbAle fibhemaspin version 3.0.457
libmechatronics version 3.1.628
ach version 0.4,1
mfiy version 0.83

On the About button, it is possible to have detailed information regarding your spinit® instrument
software versions.
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The spinit® menus

Quality Control

When running controls, the QC mode must be selected at Home menu, and an operator must be cre-
ated previously. Each spinit® disc contains multiple integrated quality control verification steps to
ensure reliability of the tests. If the user chooses to perform additional Quality Control checks, bio-
surfit recommends testing spinit® quality control kits with the acceptable ranges previously estab-
lished for the spinit® system.

Running Controls

To run a control, press the button QC mode on the Home menu and proceed with instructions on
screen.

spinit® control kits are available for routine quality control testing. These control kits contain control
materials with established acceptable ranges for spinit® instrument.

Results are then shown in the standard format with the indication of Quality control. The user may
later view, print or transfer information on all previously run QC controls.
To go back the previous menu, press Done.

QC Pass or Failed

. 2020-02-24 13:34 " 2020-02-24 13:22
Sp[r'] IC Quality Control Sp[r'] IC Quality Control
Pass Fail
Units Measured Referance Units Measured Referance
HbAlc  mmolimol 50.2 31.1-727 HbAlc  mmolimol 7.0 31.1-727
% 6.7 5.0-88 % 28 5.0-88
Operator: User Operator: User

The result of the control is checked against the acceptable ranges for the corresponding lot number.
If the result is within the acceptable ranges, the information Pass is displayed on the screen.

If the result is not within the acceptable ranges specified for the spinit® control kit, the information
Fail is displayed on the screen.

Patient and Control results

All analyses

The patient and control results are stored in the memory of the spinit® instrument. Patient results
and control results are saved in separate records. The following parameters are listed for each run:
Date and time, patient ID, operator ID, Result and QC result.

spinit® instrument User Manual | Configuration 13



The spinit® menus

View, print and export patient and control results

et - . 2019-07-11 10:37
All analyses Splnlt Quality Control
Measured: Reterence:
HbA1c 94.3 mmoimol 92.3 mmotmol
10.8% 10.6 %
: <o ol Operator: User
=

To view or print a specific analysis, select the analysis and press Details. The results can be trans-
ferred to a USB pen drive. For privacy matters, exported data encrypts patient and operator infor-
mation.

Advanced Settings

Advanced settings Advanced settings
Data Assay options Configure printer Software update
Operators Date/Time Network settings Device malntenance
|0 Settings Change password HLY config Erase data

The Advanced Settings are managed by the System Admin.
Advanced settings include the level of authentication required for each test (operator ID, patient ID,
measurement ID), user management (create and delete new users) and erase data.

Data

Data management

Show data by operator
Show data by patient
Allow expart without password

Export to USE No

On the menu Data, the system Admin has the possibility to define if results can be sorted without a
password. To export data, connect the USB pen drive and press Export to USB. After exporting the
data, disconnect the UBS pen drive. The complete data set is exported as comma-separated value
(.csv) file for each test type. These files can be processed with any spreadsheet program that can
import csv files. For additional information please contact your local supplier. The exported data will
show all the information regarding patient and operator ID. For additional information, contact your
local supplier.
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The spinit® menus

ID Settings

ID settings

Operator 1D OFF Operator mode: List
Patient 10 ON

Measurement ID ON

On the ID Settings menu the system Admin can setup: Operator ID, Patient ID, Measurement ID
and Operator mode. All these inputs are optional, and can be enabled or disabled.

Operator ID

If enabled, the operator’s identification (ID) is required before processing a spinit® test.

The operator ID will be displayed with the result and stored along with the other specific data for
this run (see Patient and control results records, page 13).

Known operators

User

Add Remove

To add an Operator, select Operators on the Advanced settings menu. Press Add to enter letters /
numbers or scan with your ID. Press Enter to confirm and select Back to go to previous menu.

Patient ID

If this function is enabled, the patient ID must be entered for each patient sample to be analyzed.
Use letters / numbers or scan barcode to add patient ID and press Next to confirm.

The Patient ID will be stored in the memory and displayed along with the other specific data for
this run (see Patient and control results, page 13).

1D settings Please enter the id of the patient

Operator 1D OFF Operator made: List
Patient ID ON

Measurement ID ON

spinit® instrument User Manual | Configuration
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The spinit® menus
Assay Options
The spinit® instrument allows the user to define assay options for each spinit® test.

On Advanced Settings menu, the user shall press the
button Assay Options and choose the desired test.

Assay options

Gerneral aptions spinit® HbAlc

spinit® CRP

Change units CRP The default factory units for spinit® CRP test are pg/ml.
The user may define other units for the assay. After se-
!ug;ml v lecting the units, click Apply. All test results will be calcu-
' lated and shown in the selected units. This setting may be

changed anytime.
Change units eAG Concerning the spinit® HbAlc test, the default assay op-
tion for the determination of glycated hemoglobin Alc
gmmom_ v (HbA1c) is both units mmol/mol (IFCC units) and % (DCCT

units). The user may choose to add the estimated average
glucose (eAG) determination. eAG units may be mmol/L

or mg/dL. This feature shall be set before performing a
spinit® HbA1c test.

The sample results for spinit® COVID-19 Antibody test will be displayed with a numerical result in
Binding Antibody Units (BAU) per mL.

spinit® instrument User Manual | Configuration



The spinit® menus

Date/Time
Time: Date:
13 | 17 |05 ||o5 ||2016
_.. HESI . B |

The correct date and time should be set as all patient and control results will be displayed with the
respective date and time of the assay. On the Advanced Settings menu, by selecting Date/Time is
possible to adjust date/time and Save the new definitions.

Change Password

Please enter the password

The Advanced Settings menu is protected by a password owned by the System Admin. The default
factory password is 0000. To change the password, on the Advanced Settings menu press the
button Change Password, type a new password and click Next.

Configure printer

Printer configuration

Printar name Status
AAEL_FAINTER Printar 0K

The user shall connect the printer while the spinit® instrument is turned off. To configure the
printer, go to the Advanced Settings menu and select Configure printer. A list of all connected
printers will be shown. Select the desired printer and press Set to conclude printer configuration.
The printer is ready to use. Before the configuration, the user must switch on the printer to the
instrument while the instrument is still powered off.
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The spinit® instrument menus

Network Settings

Network Settings

Address mode:  Automatic Set Manual
IP address: 192.168.61.102

By selecting the menu Network Settings, the system owner can view and configure the IP Address.

HL7 Configuration

HL7 Settings HL7 Status
Enable HLT HLT Configured: Na
sending application: spinit chabie L/ Hetwork avaliahie:
Recetving application: None Server reachable: Na
Receiving facility; None Enable ORM Number of failed messages:
Specimen source: ORH
Value type: NM
Server IP: ORM port:
Server port: ORM Enabled: False
HL? Enabled: False

The spinit® uses the HL7 standard protocol to send information to the LIS/HIS. The connectivity
settings can be defined in the HL7 Config menu in the Advanced Setting menu. In order to enable

this feature as well as the Order Material Request (ORM) feature, please contact your local suppli-
er.

Erase Data

Advanced settings

Configure printer Software update
Network settings Device malntenanoe Are you sure?
HL7 config Erase data

By selecting the menu Erase Data, the System Admin must confirm his intention to erase all data.
This action will delete all assay related data stored in the instrument.
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The spinit® instrument menus

Software Update

Software update

Use Remote

Software updates can be performed using a USB pen drive containing the latest software package
or remotely.

Remote software update Terms and conditions

Dear Custormer, as the ownar of a spinit® instrement we kindly ask you to provide us |
your authorization for biosurfit to access and collect data, free of any charges or
payments, from your spinit® instrupnent.

When performing the software update and for the purpose of impraving the guality of eur

existing products and developing new features, biosurfit will need 1o collect data from this Wehin the scope of this putharization, you acenowledge and accept that:

instrument,

1. hivsurfit, upon each software update, will remately access and collect the

Please read the Lerms and condilions 1o corent 1o e remote sollware update. anonymized gats stored in your Spinite instrument for the purpose of (i} making the
remate access; (i) performing the software update; (i) understanding the status of
‘the hardware and software of the instrument i)

Terms and conditions

(1| agrae the terms and conditions

o I ] .

To update the software package via remote access, the user must agree to the terms and condi-
tions regarding information on the spinit® instrument. biosurfit will only have access to that infor-
mation after confirmation by the user.

Device maintenance

Device maintenance

Hardware check splnit® instrument data

Remote maintenance

Back

On the Device maintenance menu, the user can make a Hardware check where it will be possible to
verify the internal spinit® hardware status regarding cameras and hardware;

On spinit® instrument data it is possible to export files through a USB pen drive or through and
Ethernet connection.

In the Remote maintenance, the user has the possibility to make a remote connection with
biosurfit technical support. The remote access has access to Log and System Files, both with infor-
mation regarding database, performance issues and assay results. The user must agree with the
Terms & Conditions to proceed with the remote maintenance access. biosurfit only has access to
this information after accepting the Terms & Conditions.
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Il QUALITY CONTROL TESTING

Handling and testing controls

To run a control, follow the procedure in the section Testing procedure, pages 25-26.
The measured value should be within the acceptable range for the lot of controls.

If the control results are within the acceptable ranges, patient samples may be tested, and results

reported.

If the result obtained is outside the acceptable limits, verify that:

o The controls were tested in QC mode;

o Patient samples are not analyzed;

o Vial label to make sure it is not expired;

o The controls and discs have been stored according to recommendations;

o There is no evidence of bacterial or fungal contamination of the control vial.

o The procedure is correct, that you have followed the procedure described on pages 25-26.

Re-test the control material.

If no procedural errors are detected:

o Retest the control material using a new control vial;

o Examine the laboratory’s quality control record to investigate the frequency of control fail-
ures;

o Patient samples should not be run if controls are not performing as expected,

o Contact your local supplier or biosurfit technical services if controls are out of range.

Why quality control testing?

Quiality control testing should be done to confirm that your spinit® system is working properly and
providing reliable results. Only when controls are used routinely, and the values are within the ac-
ceptable ranges can accurate results for patient samples be assured.

Choosing control material

spinit® control kits are available for routine quality control testing
These control kits contain control materials with established acceptable ranges for the spinit® in-
strument.

Consult the Instructions for use available with each control kit for detailed
instructions on handling and storage of the control material.
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Frequency of control testing

Testing of quality controls should be performed as per the established laboratory program.

biosurfit also recommends testing controls:

The controls should always be analyzed if an unexpected test result is obtained. If local, state and/
or federal regulations require more frequent testing of control materials, then quality control
should be performed in compliance with these regulations. Each laboratory site can benefit from
establishing a quality control plan. The laboratory director should determine whether additional

When installing the spinit® instrument for the first time;

With each new shipment of spinit® test discs;

When testing each new lot of spinit® test discs;

Any time an unexpected value test result is obtained;

After installing each software update;

When training new operators in correct use of the spinit® instrument;
In compliance with national or local regulations.

testing is appropriate for their laboratory.
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B TESTING PROCEDURE

Operating Precautions

A When operating the instrument

Use your fingertips to operate the touch screen. Do not use pens or other objects that may
scratch or damage the screen.

The tray opens and closes automatically. Do not try to open or close the tray manually.

The tray protects the instrument from dust, dirt, light and humidity. Empty the tray when
the instrument is not in use.

If an Information Code appears on the screen after the analysis, please consult the Info
Codes and Troubleshooting section, pages 27-30.

Do not move the instrument when a test is being processed.

A When handling the Disc

Do not use disc after the expiry date, or if the discs are not stored in accordance with the
recommendations.

Do not use the disc if the foil pouch, or the disc itself is damaged.

The disc must reach room temperature before use.

Do not open the foil pouch until just before use. Once opened, the disc has limited stability
(disc must be used within 10 minutes).

Handle and dispose the disc and sample as potential biohazardous materials. Use gloves.

Do not re-use the disc or the strip.

Laboratory safety procedures must be considered.

Preparing for sample analysis

22

Allow the spinit® discs to reach the room temperature (if applicable) in the pouch before use
(approximately 5 minutes).

Turn your spinit® instrument on and allow it to stabilize.

Enter the operator ID (optional). See procedure on page 15.

mation.

3 Consult the Instructions for Use available with each spinit® disc for assay specific infor-
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Prepare for Testing > patient samples

Allow 5 minutes for the test disc to reach room temperature
- (if applicable) before use.

Press Start and follow on-screen instructions.

. Read spinit® disc barcode you want to test.

. Open the foil pouch, remove the disc and place it on a flat surface
with label facing up.

. Discard the foil pouch in suitable waste containers.

. Inspect the disc. Do not use it if it is damaged.

. Press the reagent blister firmly using your thumb.

(if applicable)

Once opened, the disc must be inserted in the spinit® instrument within 10 minutes.

. Remove a spinit® strip out of the vial and close the vial immediately
after/ If using a spinit® test that requires a capillary tube, remove
the capillary tube out of the sealed bag.

. Vial should be stored at room temperature.

. Capillary tubes should be stored at room temperature in sealed bag.

o Once the strip/capillary tube has been loaded with the patient sample and placed inside the
disc, analysis of the disc must start immediately.
o Do not use the disc if dropped on the bench or floor after the sample has been collected.
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Prepare for Testing > patient samples

. Collect the second drop of blood (discard the first drop) with the
strip/capillary tube by bringing the tip of the strip/capillary tube
against the surface of the patient sample.

. Clean the strip/capillary and gently wipe each side on a non-
absorbent paper paying special attention not to squeeze as this will
remove the sample (if applicable).

. Make sure the sample area is fully loaded.

If not, discard the strip/capillary tube and use a new one.

o Immediately insert the strip all the way into the disc and fold it back
until it breaks/ Bring the tip of the capillary tube against the uncov-
ered inlet membrane, if necessary press the bulb to place the entire

sample.

o Leave the loaded part of the strip inside the disc’s sample well.

o Test analysis must start immediately after loading the disc.

o Once you have the disc ready, click Next on the screen.

o Place the disc with label facing up into the instrument tray and fol-
low on-screen instructions.

. Wait for test result.

o The on-screen result may be printed if a printer is connected, or
exported to a LIS/HIS;

. Press Eject and remove the disc;

. Immediately discard the used disc as biohazard waste.

Ei Consult the Instructions for Use available with each spinit® test for assay specific information.
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Prepare for Testing > quality control material

Allow 5 minutes for the test disc to reach operating temperature
o= (if applicable) (15°-30°C) before use.

Select QC mode for control testing and follow on-screen instructions.

o Select operator (mandatory for QC mode).
. Read spinit® disc barcode you want to test.
o The option SKIP does not apply when using BC controls.

. Open the foil pouch, remove the disc and place it on a flat surface
with label facing up.

o Discard the foil pouch in suitable waste containers.

. Inspect the disc. Do not use it if it is damaged.

o Press the reagent blister firmly using your thumb

(if applicable).

. Extract the sample directly from the control vial.

o Read spinit® control barcode or press skip to enter concentration
values

. Observe if the sample area is fully loaded. If not, it is only possible

to refill if you have not wiped the strip.

o Clean the strip/capillary and gently wipe each side on non-
absorbent paper paying special attention not to squeeze as this will
remove the sample (if applicable).

o Make sure the sample area is fully loaded;
o If not, discard the strip and use a new one.
Eﬂ For COVID-19 Antibody control testing we advise using a pipette instead of a capillary tube.
1
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Prepare for Testing > quality control material

. Immediately insert the strip all the way into the disc and fold it back
until it breaks/immediately pipette tha sample to the inlet mem-
brane.

. Leave the loaded part of the strip inside the disc’s sample well.

. Test analysis must start immediately after loading the disc.

. Discard the strip's handling area accordingly.

o Once you have the disc ready, click Next on the screen;

o Place the disc with label facing up into the instrument tray and fol-
low on-screen instructions;

. Wait for test result.

o The on-screen result may be printed if a printer is connected, or
exported to a LIS/HIS;

. Press Eject and remove the disc;

. Immediately discard the used disc as biohazard waste.

E:.] Consult the Instructions for Use available with each spinit® test for assay specific information.
1
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Il INFO CODES AND TROUBLESHOOTING

Information Codes that might appear during use of the spinit® instrument refer to specific infor-
mation messages. The code numbers, the possible causes and actions to take are listed below.

Service Information

Before contacting technical support, please gather the following information:

. spinit® instrument serial number (s/n) - see About menu on spinit® settings.
. Software version number - Go to Settings > About > Details.
. spinit® test type and lot number (if applicable).
. Control kit and lot number (if applicable).
o Description of the problem with reference to information codes or messages.
GENERAL SYSTEM
CAUSE SOLUTION
MALFUNCTION

spinit® does not

Power supply inadequately con-
nected

Connect power supply.

start
Start-up procedure failed Contact your local supplier.
Touchscreen ) ) . )
. Touchscreen failure Restart instrument. If the problem persists, contact your local supplier.
malfunction

Barcode scanner
malfunction

Barcode scanner inadequately
connected

Connect barcode scanner to USB port.

Barcode scanner malfunction or

instrument electronic malfunction

Contact your local supplier.

Printer malfunction

Printer inadequately connected

Printer settings not correct

Reconnect the printer and verify printer settings (See page 17).

Printer malfunction or instrument

electronic malfunction

Contact your local supplier.
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Information Codes for spinit® E and spinit® S:

INFO
SOURCE CAUSE SOLUTION
CODE
spinit® instrument did not e Collect a new sample and repeat the test, using a new disc as per
100 Instrument reach the corrggt.rotaﬁon Instructions for Use.
(software) | for signal acquisition. e |f the problem persists, please contact your local supplier.
General software failure. e Collect a new sample and repeat the test, using a new disc as per
113 Instrument Instructions for Use.
(software) e |f the problem persists, please contact your local supplier.
Not enough sample volume
to be measured due to:
* no sample;
e misuse of spinit® strip or
114 Usage ) P ) P
capillary tube (while col- coll | q h ) di
. . ]
lecting sample from finger or | ollect ? ne\: saLran e and repeat the test, using a new disc as per
when introducing sample nstructions for Use.
into the disc).
124 Disc spinit® disc compromised.
spinit® instrument was una- | e Shutdown the device and unplug it from the power supply for 10
ble to complete the assay seconds.
201 Instrument | successfully due to unex- | ® Restart the device and repeat the test using a new disc.
(hardware) pec‘ted hgrdware coMMUNI= | o |f nroblem persists, please contact your local supplier.
cation failure .
spinit® disc does not pass QC | e Collect a new sample and repeat the test, using a new disc as per
206 Disc inspection. Instructions for Use.
e [f the problem persists, please contact your local supplier.
spinit® disc microfluids com- | e Collect a new sample and repeat the test, using a new disc as per
promised due to incorrect Instructions for Use.
208 Disc ﬂ_OWS of fluids within the e Follow all instructions regarding storage of each disc. See Instruc-
disc. tions for Use for more details.
Not enough reagent volume | e Collect a new sample and repeat the test, using a new disc as per
” due to: Instructions for Use.
210 >age e incorrect rupturing of e Make sure to press the blister firmly with your thumb and that the
Disc blister; disc is placed on a flat and hard surface.
® spinit® disc compromised.
Usage Failure to perform sample e Collect a new sample and repeat the test, using a new spinit® disc as
211 g check. per Instructions for Use.
Disc e If the problem persists, please contact your local supplier.
spinit® instrument was una- | e Shutdown the device and unplug it from the power supply for 10
Instrument | ble to complete the assay seconds.
(hardware) | successfully due to invalid e Restart the device and repeat the test, using a new disc as per In-
321 centrifugation, likely due to structions for Use. ) )
Uesge motor malfunction o disc e |f the problem persists, please contact your local supplier.

misplacement .
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Information Codes for spinit® E and spinit® S (continuation):

INFO
SOURCE CAUSE SOLUTION
CODE
spinit® instrument was e Shutdown the device and unplug it from the power supply for 10
unable to complete assay seconds.
323 Instrument | due to unstable motor rota- | e Restart the device and repeat the test, using a new disc as per In-
(hardware) | tion/behavior or measure- structions for Use.
?ent electronics malfunc- |4 If the problem persists, please contact your local supplier.
on.
e Shutdown the device and unplug it from the power supply for 10
spinit® instrument was seconds
325 Instrument | unable to complete assay | o Restart the device and repeat the test, using a new sample and a
(hardware) |due to unstable measure- new test disc as per Instructions for Use.
ment electronics. e |f the problem persists, please contact your local supplier.
e Allow instrument to cool down and perform another test.
Usage ) e Check if device is properly ventilated and operating range is within
Operating temperature recommended range (15°-30°C).
) e
401 out&fée;plnlt Instrument | ¢ pastart the device and repeat the test, using a new sample and a
specified range. ; .
Instrument new test disc as per Instructions for Use.
o |f the problem persists, please contact your local supplier.
601 Usage Operator cancelled the test. | ® Repeat the test, using a new sample and a new test disc as per In-
structions for Use.
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Additional Information Codes for spinit® S:

INFO
SOURCE CAUSE SOLUTION
CODE
st . Collect a new sample and repeat the test, using a new spinit® BC
nstrumen ; init®
1000 General failure of the spinit disc as per Instructions for Use.
Disc BC disc.
If the problem persists, please contact your local supplier.
Instrument spinit® instrument auto- Collect a new sample and repeat the test, using a new spinit® BC
1001 focus function was per- disc as per Instructions for Use.
formed but focus quality is
Disc compromised. If the problem persists, please contact your local supplier.
Sample processing is com- Collect a new sample and repeat the test, using a new spinit® BC
Disc promised likely due to in- disc as per Instructions for Use.
1002 complete lysis of erythro- ] o ) )
Sample . If available, test a new spinit® BC disc from an alternative lot.
cytes and/or poor staining of
leucocytes. If the problem persists, please contact your local supplier.
Collect a new sample and repeat the test, using a new spinit® BC
Instrument disc as per Instructions for Use.
) Low and/or compromised ] ) o )
1003 Disc Take particular attention to minimize time between sample loading
counts of leucocytes. o ] o
Sample and disc insertion on spinit®.

If the problem persists please contact your local supplier.

Sample related Flags:

IM - Presence of immature cells. The sample should be verified with a reference laboratory meth-

od.

NRC - Presence of Nucleated Red Blood Cells. The sample should be verified with a reference la-
boratory method.
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Bl MAINTENANCE AND WARRANTY

Maintenance

The spinit® instrument is designed to be maintenance free by the user.
biosurfit performs multiple functional and operational tests to guarantee proper performance.
A Hardware Maintenance procedure is performed on a periodic and automatic basis.

Cleaning the exterior

biosurfit recommends the use of a cloth soaked with ethanol solution 70 % (v/v) in H,O to clean
the external surface of the instrument. The touchscreen should be cleaned with a dry cloth. The
instrument must be switched off and unplugged before cleaning. Do not use any cleaning liquid or
equipment other than those recommended above.

Servicing

In case of instrument malfunction, please contact your local supplier. Service and repair must only
be performed by authorized and qualified personnel.

Warranty

The manufacturer’s warranty for the spinit® instrument covers defects in materials or manufactur-
ing for a period of twelve months from the date of delivery. The manufacturer agrees to repair or
replace the instrument if it becomes inoperative due to the failure of any internal parts. The war-
ranty does not cover damage caused by use not in accordance to instructions. Any customer modi-
fication to the instrument will render the warranty null and void.

The manufacturer is under no obligation to modify or update the instrument once it has been
manufactured, unless a manufacturing defect is identified.

In the advent of an instrument malfunction, please contact your local supplier.

Software Update

Software updates can be performed using a USB pen drive containing the latest software package.
See page 19 for more information.

Disposal and recycling of the instrument

The spinit® instrument is a low-voltage electronic device (Directive 2014/30/EU) and it should be
recycled as electrical equipment waste (Directive 2012/19/EU).

The device is designed in accordance with the RoHS directive (Restriction of the Use of Certain
Hazardous Substances in Electrical and Electronic Equipment: Directive 2011/65/EU and its subse-
quent amendments directive 2015/863/EU).

The spinit® instrument packaging is made of recyclable materials.

E Waste electronic and electrical equipment
—
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[ TECHNICAL SPECIFICATIONS

Instrument specifications

The spinit® E and spinit® S are CE certified IVD medical equipment's and conforms to the following
regulation and standards: European Union In Vitro Diagnostic Medical Devices 2017/746, Directive

2011/65/EU, EN/IEC 61010-2-101, and EMC IVD Instrument Standard EN 61326-2-6.

Diagnostic Instrument spinit® E

For in vitro diagnostic use. c € IVD
Product Name Model
Diagnostic Instrument spinit® S spinit® S
spinit® E

Instrument specifications

24.5x22.0x30.5 (cm)

Dimensions
Weight 3.9 kg (for spinit® E) / 4.1 kg (for spinit® S)
Standard LCD color display with back light and integrated
Display touch panel.

Resolution: 240 x 320 pixels.
Visible area: 58 x 77 (mm).

Capacity of result records

100.000

Capacity of operator list

100.000

SW Update

Via USB flash drive

Communication interface

HL7 version2.4 MMLP (Minimum lower layer protocol)

Power supply

Max Power

100W

Power cord adapter

Separate AC to DC power cord adapter.
Double insulated.

Frequency a.c. ~ 50-60Hz
Power supply 100-240v
24V — 3.75A
Operating conditions
Operational temperature 15°-30°C
Storage Temperature 5°-40°C
<80%

Humidity

Test Disc temperature

According to specifications for the spinit® test disc

in use.
Transport (in the original container)
Temperature 5°-40°C
20-80%

Relative Humidity

32
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The spinit® instrument includes a 4-wire touchscreen with VGA resolution. The device has a micro-

processor for controlling all the assay steps and data processing for quantitative determination of
blood parameters.

The design, development and manufacturing of the spinit® instrument is in accordance with bio-
surfit Quality Management System (1SO13485 certified company).

For further detailed information on technical specifications, detection methods and available disc
tests and accessories for your spinit® instrument, please contact your local spinit® supplier.

Additional equipment

For information regarding recommended printer, please contact your local spinit® supplier.
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Bl sYMBOLS AND ABBREVIATIONS

The following symbols and abbreviations are used in the labelling and/or instructions of the spinit®

instrument.
Symbol Explanation
C € CE marking. Conformity to Regulation 2017/746 on in vitro diagnostic
medical devices
d Manufacturer’s name and address
IVD In vitro diagnostic medical device
SN Serial Number

Consult Instructions for Use

Warranty void if seal is broken

-
[li
Warning Biological Hazard

Warnings and precautions

uDI Unique Device Identifier

Near patient testing

&I Date of Manufacture
7

REF Catalog number
é Caution, need to consult the instructions for use for important cautio-
nary information
E Separate collection for waste electric and electronic equipment
— (WEEE) is required
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B REVISIONS HISTORY

04 Update with the new spinit® test disc: COVID19 Antibody

Document update according to Annex | of 2017/746 EU regulation:
. Product name

05 . Intended use according to IVDR

. Symbology

. Common specifications
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