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Line Comm Ln Desc Qty Unit Issue Unit Price Ln Total Or Contract Amount
1 HemoCue Hb301 HemoGlogin Analyzers or 

Equal
100.00000 EA 0.000000 0.00

Comm Code Manufacturer Specification Model #
41115815    

Commodity Line Comments: First 100 of item# 900-001, DiaSpect TM instruments @ $0.00
This includes the Connectivity Cord Item # 900-901 @ $0.00 & EKF Link license Item # 0760-0102 @ $0.00
All instruments purchased thereafter $355.00/ea

Extended Description:
3.1.1HemoCue Hb301 HemoGlogin Analyzers or Equal

Line Comm Ln Desc Qty Unit Issue Unit Price Ln Total Or Contract Amount
2 Microcuvettes for use with Analyzers 100000.00000EA 0.840000 84000.00

Comm Code Manufacturer Specification Model #
41121813    

Commodity Line Comments: Item #900-100 Reagent Free microcuvettes 100ct configuration

Extended Description:
3.1.2 Microcuvettes for use with Analyzers

Line Comm Ln Desc Qty Unit Issue Unit Price Ln Total Or Contract Amount
3 Carrying Case for use with Analyzers and 

Cuvette vial
100.00000 EA 37.230000 3723.00

Comm Code Manufacturer Specification Model #
41115816    

Commodity Line Comments: Item #900-600

Extended Description:
3.1.3 Carrying Case for use with Analyzers and Cuvette vial

Line Comm Ln Desc Qty Unit Issue Unit Price Ln Total Or Contract Amount
4 Vendor Training, Support, and Ongoing 

Assistance
0.00000 EA 0.000000 0.00

Comm Code Manufacturer Specification Model #
86000000    

Commodity Line Comments:  

Extended Description:
3.1.4 Vendor Training, Support, and Ongoing Assistance
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CERTIFICATE OF LIABILITY INSURANCE DATE (MM/DD/YYYY) 
09/08/2022 

THIS CERTIFICATE IS ISSUED AS A MATTER OF INFORMATION ONLY AND CONFERS NO RIGHTS UPON THE CERTIFICATE HOLDER. THIS 
CERTIFICATE DOES NOT AFFIRMATIVELY OR NEGATIVELY AMEND, EXTEND OR ALTER THE COVERAGE AFFORDED BY THE POLICIES 
BELOW. THIS CERTIFICATE OF INSURANCE DOES NOT CONSTITUTE A CONTRACT BETWEEN THE ISSUING INSURER(S), AUTHORIZED 
REPRESENTATIVE OR PRODUCER, AND THE CERTIFICATE HOLDER. 
IMPORTANT: If the certificate holder is an ADDITIONAL INSURED, the policy(ies) must have ADDITIONAL INSURED provisions or be endorsed. 
If SUBROGATION IS WAIVED, subject to the terms and conditions of the policy, certain policies may require an endorsement. A statement on 
this certificate does not confer rights to the certificate holder in lieu of such endorsement(s). 

PRODUCER 
Willis Towers Watson Midwest, Inc. 
c/o 26 Century Blvd 
P.O. Box 305191 
Nashville, TN 372305191 USA 

CONTACT Willis Towers Watson Certificate Center NAME: 
PHONE 1-877-945-7378 (A/C, No, Ext): 

FAX 1-888-467-2378 (A/C, No): 
E-MAIL certificates@willis.com ADDRESS: 

INSURER(S) AFFORDING COVERAGE NAIC # 

INSURER A : Great Northern Insurance Company 20303 

INSURED 
EKF Diagnostics, Inc. DBA Stanbio Laboratory, L.P. 
1261 North Main Street 
Boerne, TX 78006 

INSURER B : Federal Insurance Company 20281 

INSURER C :  

INSURER D :  

INSURER E :  

INSURER F :  

COVERAGES CERTIFICATE NUMBER: W25917069 REVISION NUMBER: 
THIS IS TO CERTIFY THAT THE POLICIES OF INSURANCE LISTED BELOW HAVE BEEN ISSUED TO THE INSURED NAMED ABOVE FOR THE POLICY PERIOD 
INDICATED. NOTWITHSTANDING ANY REQUIREMENT, TERM OR CONDITION OF ANY CONTRACT OR OTHER DOCUMENT WITH RESPECT TO WHICH THIS 
CERTIFICATE MAY BE ISSUED OR MAY PERTAIN, THE INSURANCE AFFORDED BY THE POLICIES DESCRIBED HEREIN IS SUBJECT TO ALL THE TERMS, 
EXCLUSIONS AND CONDITIONS OF SUCH POLICIES. LIMITS SHOWN MAY HAVE BEEN REDUCED BY PAID CLAIMS. 

INSR 
LTR TYPE OF INSURANCE 

ADDL 
INSD 

SUBR 
WVD POLICY NUMBER 

POLICY EFF 
(MM/DD/YYYY) 

POLICY EXP 
(MM/DD/YYYY) LIMITS 

  

 COMMERCIAL GENERAL LIABILITY      EACH OCCURRENCE $ 1,000,000 
   CLAIMS-MADE OCCUR  

   DAMAGE TO RENTED 
$ 1,000,000     PREMISES (Ea occurrence) 

A   
 

   MED EXP (Any one person) $ 10,000 
  3578-60-26 GAB 06/30/2022 06/30/2023 PERSONAL & ADV INJURY $ 1,000,000 
 GEN'L AGGREGATE LIMIT APPLIES PER:    GENERAL AGGREGATE $ 2,000,000 
  POLICY PRO- LOC     

PRODUCTS - COMP/OP AGG $  JECT    

  $ 
 

 OTHER:    

 
 
B 

AUTOMOBILE LIABILITY    
 

(22)7356-75-97 

 
 
06/30/2022 

 
 
06/30/2023 

COMBINED SINGLE LIMIT 
(Ea accident) $ 

 ANY AUTO BODILY INJURY (Per person) $ 1,000,000 

 OWNED 
AUTOS ONLY 
HIRED 
AUTOS ONLY 

 SCHEDULED 
AUTOS 
NON-OWNED 
AUTOS ONLY 

BODILY INJURY (Per accident) $ 
 

 
 

 PROPERTY DAMAGE 
(Per accident) $ 

   $ 

B 
 

 UMBRELLA LIAB 

EXCESS LIAB 

 

 OCCUR 

CLAIMS-MADE 

   
7981-24-69 

 
06/30/2022 

 
06/30/2023 

EACH OCCURRENCE $ 5,000,000 
  AGGREGATE $ 5,000,000 
 DED  RETENTION $  $ 

 WORKERS COMPENSATION 
AND EMPLOYERS' LIABILITY 

  
Y / N 

 
 
 
N / A 

     PER 
STATUTE  OTH- 

ER  

E.L. EACH ACCIDENT $ ANYPROPRIETOR/PARTNER/EXECUTIVE 
OFFICER/MEMBER EXCLUDED? 

E.L. DISEASE - EA EMPLOYEE $ (Mandatory in NH) 
If yes, describe under 

E.L. DISEASE - POLICY LIMIT $ DESCRIPTION OF OPERATIONS below 
         

DESCRIPTION OF OPERATIONS / LOCATIONS / VEHICLES (ACORD 101, Additional Remarks Schedule, may be attached if more space is required) 
Parent Entity 

CERTIFICATE HOLDER CANCELLATION 
  

SHOULD ANY OF THE ABOVE DESCRIBED POLICIES BE CANCELLED BEFORE 
 THE EXPIRATION DATE THEREOF, NOTICE WILL BE DELIVERED IN 
 ACCORDANCE WITH THE POLICY PROVISIONS. 

EKF Diagnostics, Inc. 
Avon House, 19 Stanwell Road 
Penarth, Cardiff CF64 2EZ, UK 

AUTHORIZED REPRESENTATIVE 
 

 
 

ACORD 25 (2016/03) 
© 1988-2016 ACORD CORPORATION. All rights reserved. 

The ACORD name and logo are registered marks of ACORD 
SR ID: 23037400 BATCH: 2661622 

mailto:certificates@willis.com
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 1.  Intended Use  
 

The DiaSpect Tm system is intended for the in vitro quantitative measurement of 

total hemoglobin in non-anticoagulated capillary whole blood and venous whole 

blood drawn in K2-EDTA or lithium heparin tubes in point-of-care settings and in 

non-anticoagulated capillary whole blood and venous whole blood drawn in K2-

EDTA tubes in blood bank settings.  The DiaSpect Tm system consists of the 

DiaSpect Tm analyzer and specifically designed disposable cuvettes. The DiaSpect 

Tm analyzer is only to be used with DiaSpect Tm Cuvettes. 

 

 Caution: Federal law restricts this device for sale by or on the order of a 

physician or other licensed practitioner (Rx only).  

 CLIA Complexity for whole blood:  Waived 

 

Laboratories with a Certificate of Waiver must follow the manufacturer’s 

instructions for performing the test, or the test will no longer be considered CLIA 

waived. 

 

 

 2.  Principles of the Procedure  
 

Based on a photometric principle, the DiaSpect Tm system utilizes a broad-

spectrum, multi-chromatic sensor with compensation for turbidity and scattering 

which measures the absorbance of whole blood over a wide spectral range. The 

light path length through the cuvette cavity, in combination with the DiaSpect Tm 

analyzer, determines the exactness of the hemoglobin measurement.  The 

hemoglobin concentration is calculated from the measured absorbance at multiple 

wavelengths.  

 

The cuvettes do not contain any reagent. The system is calibrated against the 

hemoglobincyanide (HiCN) method, the international reference method for the 

determination of hemoglobin concentration in blood as described in NCCLS/CLSI 

H15-A3 and ICSH standard 1995.1,2 

 

The DiaSpect Tm analyzer is factory calibrated and requires no further calibration. 
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 3.  The DiaSpect Tm system  
 

 3.1  DiaSpect Tm analyzer  
 

Upon delivery, open the carton on a stable surface, remove the instrument and 

the accessories, and check that all the components are included and undamaged. 

 

A comprehensive list (with item numbers) of all parts for the DiaSpect Tm system 

can be found in sections 15 and 16.  

 

The DiaSpect Tm analyzer can be stored at 0 to 50 °C (32 to 122 °F).  

Temperatures of -30 to 70 °C (-22 to 158 °F) are temporarily permitted during 

transport (24 hours max.).  

The operating temperature of the instrument is 10 to 42 °C (50 to 107 °F). Allow 

the analyzer to reach ambient temperature before use. 

 

   
 

1. DiaSpect Tm 

analyzer 

2. User Manual 3. Power supply, adapter 

plug and USB cable 

  

   

 3.2  DiaSpect Tm Cuvettes  
 

Cuvettes are ready for use upon removal from the package. A sample volume of 

10 µL is required to ensure proper filling of the DiaSpect Tm Cuvette. The cuvette 

serves as sample collector and measuring cuvette at the same time. The blood 

sample is drawn into the cavity by capillary force. 
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Refer to the product label and package insert of the DiaSpect Tm Cuvettes for 

information on storage and expiry. Unused cuvettes should be stored in their 

original bag. 

 

    
 

DiaSpect Tm Cuvettes  Cuvettes in foil bag 

 

 4.  Control Material  
 

DiaSpect Controls HBT are available to facilitate compliance with local, state 

and/or federal regulations or accreditation requirements.  

The DiaSpect Control HBT is produced in three concentrations that correspond to 

three known levels of human hemoglobin.  Refer to the product label and package 

insert of the DiaSpect Control HBT for further information on storage and expiry. 

 

  
 

Contents:  1.9 mL per vial, 3 vials per package 

 

 

 

 

 

 

 

Package configurations of DiaSpect Control HBT 

DiaSpect 
Control HBT1 

3 x DiaSpect Control HBT-Low 

DiaSpect 
Control HBT2 

3 x DiaSpect Control HBT-Medium 

DiaSpect 
Control HBT3 

3 x DiaSpect Control HBT-High 

DiaSpect 
Control HBT4 

1 x DiaSpect Control HBT-Low 
1 x DiaSpect Control HBT-Medium  

1 x DiaSpect Control HBT-High 
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 5.  Important Safety Instructions and Notes on Radio   

       Interference  
 

DiaSpect Tm analyzer 

 Avoid strong mechanical shocks to the analyzer.  

 Do not expose the analyzer to liquids. 

 After storage or transport, allow the analyzer to acclimate to its operating 

temperature of 10 to 42 °C (50 to 107 °F) to prevent condensation damage. 

 Do not place the DiaSpect Tm analyzer in direct sunlight or near a heat source. 

 Do not place the DiaSpect Tm analyzer in, or next to, wet areas such as sinks 

or wash basins. 

 Do not insert anything other than the USB cable into the socket in the back of 

the analyzer. 

 

Power Supply 

 Only use the power supply provided with the instrument. Do not expose the 

power supply to liquids. 

 Do not place the power supply near heat sources or expose it to direct sunlight. 

 Do not use the power supply if its cable has a visible kink in it or becomes 

damaged. 

 

Blood 

Always handle blood as potentially infectious. Use gloves and avoid direct skin or 

mucous membrane contact with donated blood, blood specimens, blood from 

transfer pipettes, DIFF-SAFE® blood dispensers, blood from filled cuvettes or 

blood on the cuvette holder / DiaSpect Tm analyzer. Dispose of contaminated 

items in proper hazardous waste containers. 
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FCC statement 

This device complies with part 15 of the FCC Rules. 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. 

 

Notes on radio interference 

This equipment has been tested and found to comply with the limits for a Class B 

digital device, pursuant to part 15 of the FCC Rules. These limits are designed to 

provide reasonable protection against harmful interference in a residential 

installation. 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.  

 Connect the equipment into an outlet on a circuit different from that to which 

the receiver is connected.  

 Consult the dealer. 

 

Caution 

Changes or modifications not expressly approved by the manufacturer could void 

the user’s authority to operate the equipment. 

 

RF exposure info  

The equipment complies with FCC RF exposure limits set forth for an uncontrolled 

environment.  

 

Radio equipment Frequency Bands Radio Frequency Power 

Bluetooth® Low Energy 2.402 - 2.480 GHz <1 mW 
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 6.  Installation and Operation  
 

Only healthcare professionals may use the DiaSpect Tm analyzer. 

 

Please read this entire manual before using the analyzer for the first time. Follow 

the instructions carefully when performing the test as not doing so may result in 

inaccurate test results. 

 

The DiaSpect Tm analyzer comes ready for use. No installation procedure is 

necessary. The display is always ON. The analyzer does not have an ON/OFF 

switch. When not in use, the analyzer remains in a low power mode. 

 

The DiaSpect Tm analyzer may be used as a handheld device. 

 

 Understanding the DiaSpect Tm Display  
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Battery symbol 
Shows battery charge status 
 

Blinking: 
Battery low 

Hemoglobin value 

Cuvette symbol 
 

Visible: 
Insert cuvette 
Blinking: 
Remove cuvette 

Flash Symbol  
 

Visible: 
Connected to 
power 

Unit of measure 

Checkmark 
Shows valid reading 
and passed self-check 

Antenna Pole 
Shows RF connection 
status and signal 
strength (only with 
activated Bluetooth® 
option) USB symbol 

Shows USB 
connection status 
 

Visible: 
Connected to host 
Blinking: 
Data transfer 
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 6.1  Charging  
 

The DiaSpect Tm analyzer has a built-in rechargeable battery. The battery can be 

recharged by connecting to a power supply or to a computer via a USB cable. A 

USB cable and a power supply for charging the battery are supplied. 

 

Charging by power supply: 

1. Connect the USB cable to the analyzer. 

2. Check that  the adapter plug is connected to the power supply. 

3. Connect the USB cable to the power supply and plug the power 

supply into a power outlet. 

       
 Charging by power supply 

 

Charging by computer: 

1. Connect the USB cable to the analyzer. 

2. Connect the USB cable to the USB port of a computer. 

    

Charging by computer 

 

 The battery symbol in the display shows the current charging state. 

 The flash symbol indicates that the instrument is connected to power. 

Leaving the instrument connected to a power source when the battery is fully 

charged will neither overcharge the battery nor decrease its lifespan. 
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 A fully charged battery lasts up to 40 days / 10,000 tests of continuous use. 

The battery must be charged when the last status bar is shown, at the latest 

when E07 is indicated on the display, see Troubleshooting Guide (section 9). 

 Fully charge the battery after 9 months, whether or not the instrument has 

been in use. 

 

 6.2  Data Transfer  
 

The DiaSpect Tm analyzer comes with USB 2.0 and an optional Bluetooth® 

function. 

 

For additional information on data transfer, please contact the manufacturer. 

 

6.3  Cleaning and Disinfection  
 

1. Pull the backside of the cuvette holder slightly towards you and lift up. 

2. Using a swab, clean the cuvette holder with cold water or a mild detergent, 

followed by disinfectant. Dry thoroughly. 

3. Re-insert the dry cuvette holder by pressing down until you feel a “click”. 

4. Clean device with cold water or mild detergent, followed by disinfectant. 

 

To disinfect the instrument, use conventional solvent-free surface disinfectants or 

PDI Super Sani-Cloth® Germicidal Disposable Wipes and follow labeling directions. 

 

Do not spray the instrument when cleaning, as this will damage the 

instrument! 

 

Only use wipes lightly dampened in water/detergent/disinfectant for cleaning and 

disinfection. 
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 6.4  Quality Control  
 

The DiaSpect Tm system is factory calibrated and requires no further calibration. 

 

The DiaSpect Tm analyzer will perform an automatic self-check after each 

measurement. Passing the self-check verifies the measurement performance and 

is indicated by a check-mark. An error code is displayed if the self-check fails and 

the analyzer will cease measuring, so there is no risk of an incorrect result being 

displayed. 

 

DiaSpect Controls HBT are available to facilitate compliance with local, state 

and/or federal regulations or accreditation requirements.  

 

Run the controls as described in section 7.3. Control values must fall within the 

ranges stated on the vial labels. If controls are not in range, repeat with a new 

cuvette. If values are still out of range, contact Technical Support at  

1-800-531-5535. 

 

6.5  Disposal  
 

Used Cuvettes 

Dispose of used cuvettes in a container for potentially infectious waste. Consult 

local environmental authorities for adequate disposal. 

 

DiaSpect Tm Analyzer 

The lithium-ion battery in the DiaSpect Tm analyzer has to be disposed of 

separately. For disposal of the battery, analyzer and power supply, follow the 

relevant regional or local waste disposal regulations. If you require the 

manufacturer to dispose of the instrument and its components, please return 

them to EKF Diagnostics (see section 6.6). Confirmation of appropriate 

disinfection of the instrument should be included in the shipment. 

 

DiaSpect Control HBT 

For disposal of the control material refer to the respective instructions for use. 
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 6.6  Service and Maintenance  
 

The DiaSpect Tm analyzer does not require maintenance. For cleaning, see 6.3. 

 

If damaged, the cuvette holder, USB cable, adaptor plug and the power supply 

can be replaced by the user. 

 

Should the DiaSpect Tm analyzer fail to function as intended, try to solve the 

issue by using the Troubleshooting Guide, (Section 9). If this is not possible, 

return the DiaSpect Tm analyzer to EKF Diagnostics or your local distributor. 

 

Never open the analyzer or the power supply. 

 

Any repairs which may be necessary must be carried out by the manufacturer or 

by authorized personnel only. 

 

Failure to follow the specific instructions for use may result in warranty services 

offered by the manufacturer being restricted. 

 

For Technical Support, please contact: 

 

EKF Diagnostics, Inc. 

1261 North Main Street 

Boerne, TX 78006 

USA 

 

Phone:  1-800-531-5535 

Email:  techsupport@ekfdiagnostics.com 

www.ekfusa.com 
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 7.  Specimen Collection and Preparation for Analysis  
 

Capillary blood or venous whole blood containing K2-EDTA or lithium heparin 

anticoagulant may be used. 

 

 7.1.  Capillary Sampling  
 

With gloved hands, take a DiaSpect Tm Cuvette out of the foil bag and close the 

bag. Make sure the hand is warm and relaxed. Use the middle or ring finger for 

sampling. Avoid fingers with rings on. 

 

1. Disinfect and dry the puncture site. 

2. Gently massage the finger towards the tip to increase blood flow. Avoid going 

past the first knuckle. 

3. Make the incision on the upward-facing side of the fingertip, so that the blood 

drop sits on top of the finger, to facilitate filling of the cuvette. 

 

 

 

 

 

 

 

 

4. Apply light pressure towards the fingertip (but not past the first knuckle) until 

a blood drop appears. Wipe away the first 3 drops and make sure there is a 

free blood flow before filling the cuvette with the fourth drop. 

5. Be sure to have a sufficient sized blood drop to fill the cuvette. Fill the 

cuvette completely by touching the corner of the cuvette to the blood drop. 

Do not refill the cuvette. If a cuvette cannot be filled in one continuous 

process, or if the cuvette contains air bubbles, discard the cuvette and use a 

new one, repeating steps 4 and 5.  

6. Gently wipe off the excess blood on the outside of the cuvette with a gauze 

pad. Be sure to gently wipe both sides. Do not wipe too close to the open end 

as this can draw blood out of the cuvette. 
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Repeat Testing 

Be careful to apply the procedure described in step 1-6 correctly when collecting 

capillary blood for hemoglobin measurements. 

 

The most common causes for erroneous results are choice of an unsuitable size 

or type of lancet, incorrect capillary sampling technique, restricted capillary blood 

flow, or the presence of tissue fluid in the sample after pressing the fingertip too 

hard. These factors commonly affect the result.  

 

Confirmation of an unexpected or unacceptable result can exclude sampling 

mistakes as the cause. As the DiaSpect method is very fast, this confirmatory test 

can probably be done using the same incision. Further drops following the 4th drop 

may be used for testing as long as there is still a free flow of blood. 

 

If the blood flow has decreased or stopped, another incision should be made for 

the confirming sample. Repeat the procedure described in steps 1-6 and record 

all results from repeated sampling, including relevant information about the 

reason for retesting. 
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 7.2  Venous Sampling  
 

If a venous sample cannot be run immediately, it may be refrigerated up to 72 

hours. If the blood is refrigerated, then the blood should be allowed to reach room 

temperature before testing. K2-EDTA or lithium heparin tubes may be used. 

 

With gloved hands, take a DiaSpect Tm Cuvette out of the foil bag and close the 

bag.  

 

1. Make sure the sample is at room temperature before testing. Mix the tube by 

gentle inversion at least 8 times. 

2. Place a drop of blood on to a hydrophobic surface (e.g. Parafilm) using a 

commercially available transfer pipette or DIFF-SAFE® Blood Dispenser. 

3. Fill the cuvette completely by touching the corner of the cuvette to the blood 

drop. Do not refill the cuvette. If a cuvette cannot be filled in one continuous 

process, or if the cuvette contains air bubbles, discard the cuvette and use a 

new one, repeating steps 2 and 3. 

4. Gently wipe off the excess blood on the outside of the cuvette with a gauze 

pad. Be sure to gently wipe both sides. Do not wipe too close to the open end 

as this can draw blood out of the cuvette. 
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 7.3  Control Sampling  
 

1. The DiaSpect Tm system can be verified by use of DiaSpect Control HBT. 

If stored refrigerated, allow the control solution to reach room temperature 

first.  

 

With gloved hands, take a DiaSpect Tm Cuvette out of the foil bag and close 

the bag.  

 

Mix the control solution by gentle inversion 5 times immediately before 

sampling. Open the vial and discard the first drop. 

 

2. Dispense a second drop of the control solution on to a hydrophobic surface 

(e.g. Parafilm).  

 

Fill the cuvette completely by touching the corner of the cuvette to the drop. 

Do not refill the cuvette. If a cuvette cannot be filled in one continuous 

process, or if the cuvette contains air bubbles, discard the cuvette and use a 

new one with a new drop of control solution.  

 

3. Gently wipe off the excess control solution on the outside of the cuvette with 

a gauze pad. Be sure to gently wipe both sides. Do not wipe too close to the 

open end as this can draw control solution out of the cuvette. 
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 8.  Measuring  
 

1. Insert the filled cuvette in the cuvette holder. 

2. Press down gently until you feel a “click” and hold in position until the result 

appears on the screen. Pull the cuvette out of the DiaSpect Tm quickly. 

3. Dispose of the used cuvette in a container for potentially infectious waste. 

Record the test result as soon as the checkmark is shown. 

4. The result will remain on the display until replaced by the next measurement. 

To erase the latest result, press down on the empty cuvette holder. 

 

Use only completely filled cuvettes for measuring. A filled cuvette should be 

analyzed within 1 minute after filling. A filled cuvette should be kept in a horizontal 

position until measurement. 

  

If the DiaSpect Tm analyzer has been out of use for a couple of hours, an error 

code may appear after the first measurement.  Remove the filled cuvette, make 

a “blank” measurement by pressing down the empty cuvette holder and then 

reinsert the filled cuvette for measurement. 
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 9.  Troubleshooting Guide  
 

Symptom Possible Cause Correction 

Unexpectedly 

high / low result 
Improper sample 

Repeat the sampling. Make sure that 

the sampling is done correctly.  

See 7.1 to 7.3 for more information. 

Error E01 Calibration lost 
Contact Technical Support at  

1-800-531-5535. 

Error E02 Sensor read error 

Repeat measurement with the same 

cuvette. If error persists, contact 

Technical Support at 1-800-531-5535. 

Error E03 Self-check failed 

E03 may be displayed if a filled cuvette 

is left in the cuvette holder, or was 

removed too slowly. In order to reset 

the self-check function, press down on 

the empty cuvette holder. The screen 

should display “---” and a “√”.  

If error persists, contact Technical 

Support at 1-800-531-5535. 

Error E04 Light source too dark 

Remove cuvette from cuvette holder.  

Press cuvette holder several times until 

the screen reads “---” and a “√” 

appears. If error persists, contact 

Technical Support at 1-800-531-5535. 

Error E05 Light source too bright 

Remove cuvette from cuvette holder. 

Press cuvette holder several times until 

the screen reads “---” and a “√” 

appears. If error persists, contact 

Technical Support at 1-800-531-5535. 

Error E07 
Battery too low to 

perform measurements 
Recharge the battery. 

Display blank, 

measuring not 

possible 

Battery completely 

discharged 

To recharge the battery, connect with a 

power outlet or computer and charge for a 

minimum of 4 hours. 

If recharging fails, contact Technical 

Support at 1-800-531-5535. 
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 10.  Expected Values3 - 8  
 

The unit of measure for the hemoglobin value is g/dL. The following hemoglobin 

values are considered normal: 

 

Population Age Range Cited Reference Range* 

Adult Male ≥ 22 years 13.0 – 17.0 g/dL 

Adult Female ≥ 22 years 12.0 – 15.0 g/dL 

Child/Adolescent > 2 years to 21 years 11.0 – 15.5 g/dL 

Infant 1 month to 2 years 9.4 – 16.5 g/dL 

 

* Reference ranges are based on medically accepted published reference ranges 

(Dacie and Lewis, Practical Haematology, Twelfth Edition, Elsevier Limited 2017). 

These ranges are for general guidance only. Each laboratory should establish its 

own normal range. 

 

 11.  Performance Characteristics  
 

a) Within Run and Total Precision 

Repeatability and overall reproducibility of three samples was tested over 20 

days. 

 

 

b) Accuracy, Point-of-Care 

The results of the comparison studies between the DiaSpect Tm and the predicate 

device performed at the point-of-care are summarized in the following table. The 

study was performed across four external sites. 

 

Sample 

Type 

N Min Max Slope Correlation 

Coefficient (r) 

EDTA 344 4.1 g/dL 24.5 g/dL 0.9858 0.986 

Li-heparin 120 10.4 g/dL 20.0 g/dL 0.9834 0.987 

Capillary 363 8.5 g/dL 20.1 g/dL 0.9903 0.963 

 

Sample Concentration Within-Run (SD, %CV) Total (SD, %CV) 

Low 7.99 g/dL (0.085, 1.06%) (0.11, 1.38%) 

Medium 12.58 g/dL (0.11, 0.88%) (0.14, 1.09%) 

High 15.82 g/dL (0.15, 0.92%) (0.22, 1.41%) 
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DiaSpect Tm has not been evaluated for capillary samples with hemoglobin values 

below 8.5 g/dL as such samples are very rarely seen in the primary care setting. 

It is recommended that patients showing a capillary hemoglobin of less than 8.5 

g/dL are referred to a confirmatory laboratory test.  

 

c) Accuracy, Blood Donation Centers 

A method comparison of 150 capillary and 147 venous samples was conducted at 

two blood bank settings, giving the following results: 

 

Sample 

Type 
N 

DiaSpect Tm 

Minimum 

DiaSpect Tm 

Maximum 

Hb301 

Minimum 

Hb301 

Maximum 

K2-EDTA 147 10.4 g/dL 22.0 g/dL 11.1 g/dL 20.7 g/dL 

Capillary 150 10.5 g/dL 20.6 g/dL 10.7 g/dL 20.7 g/dL 

 

DiaSpect Tm vs HemoCue Hb 301 (linear regression) 

Matrix N Slope (95% CI) Intercept (95% CI) r 

Capillary 150 0.9541 (0.9134~0.9948) 0.2619 (-0.3496~0.8733 ) 0.967 

Venous 147 1.1465 (1.1068~1.1863) -2.5299 (-3.4183~-2.1122) 0.978 

 

DiaSpect Tm vs HemoCue Hb 301 (Passing-Bablok regression) 

Matrix N Slope (95% CI) Intercept (95% CI) r 

Capillary 150 1.000 (0.9512~1.032) -0.45 (-1.011~0.2805) 0.967 

Venous 147 1.140 (1.100~1.179) -2.477 (-3.067~-1.895 0.978 

 

The bias of the DiaSpect Tm at the hemoglobin deferral levels for male and female 

donors was calculated from the regression curves using the Hb 301 as the 

reference method. 

 

Donor Cutoff, Hb 301 
DiaSpect Tm Capillary DiaSpect Tm Venous 

Hb Level % Bias Hb Level % Bias 

Adult Female, 12.5 g/dL 12.2 g/dL -2.4% 11.8 -5.6% 

Adult Male, 13 g/dL 12.7 g/dL -2.3% 12.4 -4.8% 

 

Using the HemoCue Hb301 as the reference method, the agreements for blood 

donor eligibility are as follows: 
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Capillary All Donors Hb 301 ≥Cutoff Hb 301 <Cutoff 

DiaSpect Tm ≥Cutoff 127 2 

DiaSpect Tm <Cutoff 7 14 

Agreement (Score 95% CI) 

Accept = 127/134 = 94.8% (89.6~97.4%) 

Reject = 14/16 = 87.5% (64.0~96.5%) 

Overall = 141/150 = 94.0% (89.0~96.8%) 

 

Venous All Donors  Hb 301 ≥Cutoff Hb 301 <Cutoff 

DiaSpect Tm ≥Cutoff 120 1 

DiaSpect Tm <Cutoff 13 13 

Agreement (Score 95% CI) 

Accept = 120/133 = 90.2% (84.0~94.2%) 

Reject = 13/14 = 92.9% (68.5~98.7%) 

Overall = 133/147 = 90.5% (84.6~94.2%) 

 

The discordance observed was investigated by comparison to a laboratory 

reference method. In a separate study, 100 capillary and 100 venous samples 

were tested with the DiaSpect Tm, the HemoCue Hb 301 and the Sysmex XP-300. 

The DiaSpect Tm was found to be substantially equivalent to the Sysmex XP-300 

(calibrated to the hemiglobincyanide method, HiCN), while the HemoCue Hb 301 

consistently provided results that were higher by approximately 0.6 g/dL. These 

results are summarized below. 

 

The bias of the DiaSpect Tm at donor eligibility cutoffs was calculated from the 

regression curves using the Sysmex XP-300 as the reference method. 

Donor Cutoff, XP-300 
DiaSpect Tm Capillary DiaSpect Tm Venous 

Hb Level % Bias Hb Level % Bias 

Adult Female, 12.5 g/dL 12.56 0.5% 12.53 0.2% 

Adult Male, 13 g/dL 13.05 0.4% 13.07 0.7% 

 

The positive bias of the Hb 301 at donor eligibility cutoffs was calculated using 

the Sysmex XP-300 as the reference method. The positive bias of the Hb 301 is 

consistent with its higher acceptance rate of donors near the eligibility cutoff, and 

is supported by the literature.9,10 

Donor Cutoff, XP-300 
Hb 301 Capillary Hb 301 Venous 

Hb Level % Bias Hb Level % Bias 

Adult Female, 12.5 g/dL 13.12 5.0% 13.03 4.2% 

Adult Male, 13 g/dL 13.62 4.8% 13.55 4.2% 
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 12.  Technical Specifications  
 

Operating temperature 10 to 42 °C (50 to 107 °F) 

Operating humidity 0 to 100%, non-condensing 

Storage temperature 
0 to 50 °C (32 to 122 °F)  

-30 to 70 °C (-22 to 158 °F) during transport, 24 hour max. 

Sample volume 10 μL 

Measurement range 1.2–25.5 g/dL 

Wavelength Multiple wavelengths ranges, 450 nm to 750 nm 

Measuring time 1 second 

Battery 3.6 V integrated lithium-ion rechargeable batteries 

Safety Tested in accordance with IEC 61010 

Instrument input rating 5 V, 100 mA (PC) / 350 mA (power supply) 

Power supply input rating 125mA, 100–240 V AC, 50–60 Hz 

Data interface USB 2.0, Bluetooth® Smart (optional)   

Protection class IP 21 

Supply current 
Max. 100 mA from USB host 

Max 350 mA from USB power supply 

Duration of use A fully charged battery lasts up to 40 days / 10,000 tests  

Analyzer dimensions L = 6 in, W = 3.5 in, H = 1.6 in 

Analyzer weight 0.4 lb 

Dimensions of transport box L = 9 in,  W = 6.5 in, H = 2.8 in 

Weight of analyzer and 

transport box 
1.3 lb 
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13. Limitations  
 

Specificity & Disease States 

The following substances and disease states do not affect the test results. 

 

Potential 

Interferent 

Test 

Concentration 

Potential 

Interferent 
Test Concentration 

Bilirubin 20.0 mg/dL Ferrous Fumarate 30 mg/dL 

Cholesterol 500 mg/dL Iron Dextran 284 mg/dL 

Creatinine 5 mg/dL Folic Acid 1000 ng/dL 

Protein 12 mg/dL Vitamin B12 2500 ng/dL 

Triglyceride 1000 mg/dL Lithium Carbonate 23 mg/dL 

Urea 258 mg/dL Immunoglobin 500 mg/dL 

Uric Acid 24 mg/dL Methyldopa 1.7 mg/dL 

Acetaminophen 2 mg/dL Salicylic Acid 100 mg/dL 

Ascorbic Acid 6 mg/dL 5x EDTA Tube filled to 1/5 volume 

Dopamine 0.1 mg/dL Hypochromia Disease state 

Ibuprofen 55 mg/dL High WBC Count Disease state 

Tetracycline 1.5 mg/dL Polycythemia Disease state 

Ferrous Sulfate 22 mg/dL Sickle Cell Disease state 

Ammonium 

Ferric Citrate 
30 mg/dL   

 

For further limitations of the procedure, see the DiaSpect Tm Cuvettes package 

insert.  
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DiaSpect Tm Cuvettes package insert 

DiaSpect Control HBT package Insert 

 

The following consumables, spare parts and accessories may be used with the 

DiaSpect Tm analyzer REF 7049-0013-0264 / Cat. 900-001. 
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 15.  Consumables  
 

DiaSpect Tm Cuvettes (1x100 pcs) REF 7049-3013-0584 / Cat.900-100 

DiaSpect Tm Cuvettes (5x100pcs) REF 7049-3013-0369 / Cat.900-500 

DiaSpect Control HBT1  REF 7049-6211 / Cat.900-501 

DiaSpect Control HBT2  REF 7049-6212 / Cat.900-502 

DiaSpect Control HBT3  REF 7049-6213 / Cat.900-503 

DiaSpect Control HBT4  REF 7049-6214 / Cat.900-504 

 

 16.  Spare parts and accessories  
 

Cuvette Holder    REF 7049-1011-0145 

USB Cable     REF 7049-7021-0161 

Power supply with US adapter   REF 7049-7013-0187 

Carrying case for DiaSpect Tm (plastic) REF 7049-8011-0179 
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 17.  Symbols Used  
 

IP21 
Protection of electrical equipment against foreign objects, 

water and access 

 
Serial number 

 
In-vitro-Diagnostic Medical Device 

 
Reference Number 

 

Dispose of the instrument in compliance with local 

regulations for the disposal of electronic equipment. 

Do not put in domestic waste! 

 
Consult Instructions for Use 

 
Caution 

 
Manufacturer 

 Direct current 

 

Antenna Pole, Shows RF connection status and signal 

strength (only with activated Bluetooth® option) 

     
Temperature limitation 
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USA Contact 

 

EKF Diagnostics, Inc. 

1261 North Main Street 

Boerne, TX 78006 

USA 

Phone 1-800-531-5535 

Email: techsupport@ekfdiagnostics.com 

www.ekfusa.com 

 

 

 

 

 

 

 

 

 

 

 

This document is protected by copyright. 

 

It may not be reproduced or distributed to third parties without the prior written 

consent of EKF-diagnostic GmbH. 

 

EKF-diagnostic GmbH  

Ebendorfer Chaussee 3 

39179 Barleben 

Germany 

 

 

Manual revision: 3.02  

Released: 01/2021 
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Diagnostics
for life

DiaSpect Tm

Immediate hemoglobin results 
from a hand-held analyzer

Results in less than two seconds

Reagent-free cuvettes

Internal battery for 40 days  

or 10,000 tests continuous use 

2 ½ years cuvette shelf life

DiaSpect Tm

Hematology

Maternal and 
Women’s Health



Insert the filled cuvette and press  
down gently 

Results appear in less than two secondsCollect blood sample

1 2 3

Fast and accurate •	 Results in less than two seconds
•	 �Measuring range: 1.2 - 25.5 g/dL
•	 �Precision (within run): CV ≤ 1%
•	 �Factory calibrated against HiCN reference method according to ICSH
•	 �Photometric method with broad spectrum and compensation for turbidity 

and scattering 
•	 �No additional calibration required

Easy to use • ‘Always on’ technology. The analyzer is always ready for use
• �Automatic self-check between every measurement
• �Long cuvette shelf life: 2 ½ years from date of production
• �Cuvettes unaffected by humidity or temperature and can be used until 

expiration date after opening the bag

Practical and 
portable

• Sample volume: 10 µL
• �Capillary or venous blood (EDTA and lithium heparin tubes can be used)
• �Maintenance free
• �Operating ambient temperature: 10 to 35°C (50 to 95°F)
• �Storage temperature: 0 to 50°C (32 to 122°F)
  Transport temperature: -30 to 70°C (-22 to  158°F) up to a maximum of 24 hours.
• �Integrated rechargeable lithium-ion battery (40 days or 10,000 tests of 

continuous use)
• �Compact: 150 (d) x 90 (w) x 40mm (h) / 5.9 (d) x 3.5 (w) x 1.5 (h) inches
• �Lightweight: 180 g / 0.4 lb
• �Connect to PC via USB 2.0 
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Diagnostics
for life

Fast, easy to use and reliable in all climate conditions

Manufacturer
EKF-diagnostic GmbH

Ebendorfer Chaussee 3
39179 Barleben 

Germany

U.S.A. Sales 
EKF Diagnostics
1261 North Main Street
Boerne, TX 78006

 1 800 531 5535
 sales2@ekfdiagnostics.com
www.ekfusa.com
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