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1.0
Introduction
This Standard Operating Procedure (S.O.P.) stipulates the standard protocol to be followed when using the Haemoscope TEG 5000 Homeostasis analyser.
 TEG technology analyses platelet function. Because the TEG analyzer monitors the elasticity of clotting blood, the system is sensitive to all the interacting cellular and plasmatic components such as coagulation and fibrinolytic factors, activators, and inhibitors that may affect the rate or structure of a clotting sample and its breakdown.
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The TEG analyser measures the mechanical properties of the developing clot:

• The time until initial fibrin formation;

• The kinetics of the initial fibrin clot to reach maximum strength; and,

• The strength and stability of the fibrin clot and its ability to do the work of haemostasis, that is, to mechanically impede haemorrhage without permitting inappropriate thrombosis                                                    
1.1
Scope

This S.O.P. applies to all users of the Haemoscope TEG 5000 Haemostasis analyser. It is the responsibility of ward and clinical managers to ensure their staff familiarize themselves with the SOP & the procedure is adhered to.
1.2
Dissemination, Audit and Review

The POCT Team shall disseminate a hard copy of this document to all locations with Haemoscope TEG 5000 Haemostasis analyser. The document will be document controlled by the Point of Care Manager using the Pathology Q-Pulse system. An electronic copy shall be viewable on the Trust Pathology web page. See appendix 1 for details of location. The POCT Team shall audit compliance with this procedure a minimum of once per year. The SOP shall be reviewed periodically not exceeding 12 months.

2.0
Training, Access to analyser and Competency Assessment.
The Haemoscope TEG 5000 Haemostasis analyser must only be operated by trained staff with current valid certification. Haemonetics will provide the initial training for the safe use of the analyser. Only the POCT Team, the manufacturer and other individuals specifically trained to cascade the training are authorised to deliver training. All training will be certificated and documented either by Haemonetics, the POCT AP’s or cascade trainers. Competency shall be assessed by the POCT AP’s or cascade trainers using the competency checklist POCT-CC-12 obtainable from the POCT web pages.
3.0
Health & Safety

All samples should be treated as infectious. Always wear protective gloves. Dispose of waste materials according to Trust policy. All sharps should be disposed into sharp bins.

3.1
COSHH
             N/A

4.0
Calibration

            N/A
5.0
Internal Quality Control - (Carried out every two weeks by POCT AP)
· Remove the vials containing the Lyophilized control, distilled water and the calcium chloride from the fridge and allow to warm to room temperature for 30 minutes. One vial is enough to run a QC in both channels on one machine.
· Switch on computer, monitor and printer and the TEG® Analyser using the green power button 
· Check that the bubble on top of the TEG® Analyser is in the centre if the circle 
· Double click on the “TEG® V4” icon on the computer desktop, this will take you to the “Login” screen.
· Press the down arrow at the end of the user field and select ‘operator’ 

· Leave the password field empty and click ‘ok’ 
· Click on the TEG® icon on the main page, select a channel by clicking in the sample identification area for that channel 

· Select either Level 1 or Level 2 Control in the Sample Type box and Plain cup and pin into the Sample Description box, in the patient name box select the appropriate Lot Number from the drop down menu 

· Repeat for Channel 2 as it is recommended that both channels on the machine are quality controlled at the same time. 

· Make sure the control is on the bottom of the vial. You may need to tap the vial a few times. 

· Remove the cap of the lyphohilized control and add 1 vial of the distilled water provided, making sure no water is spilt. 

· Replace the lid onto the control vial and shake vigorously for 5 minutes. 

· Allow the vial to stand for 10 minutes at room temperature. 
· Shake the vial vigorously a second time for a few minutes and allow to stand for a further 10 minutes at room temperature 

· Remove the cup from the packet ensuring not to touch the outside of the pin or the inside of the cup 

· Carefully check that the pin is not stuck to the cup and place the cup containing the pin into the cup well 

· Place one hand on top of the TEG® Analyser to steady it whilst sliding the carrier all the way up until the carrier is flush with the bottom of the column. 

· Push the button underneath the carrier firmly and then carefully move the carrier back down, check visually that the pin is correctly positioned 

· Seat the cup into the cup well by pushing firmly, the cup should be flush with the carrier. 

· Repeat in the second channel. 

· Pipette 20μl of 0.2M CaCl2 into each cup using the P20 pipette 

· Invert the quality control sample vial 5 times 

· Pipette 340 μl of reconstituted control into one cup using the P1000 pipette and immediately raise the carrier up against the column and move the lever to the test position. 

· Click on the start button followed by the done button which will take you to the main TEG® screen, here you can click on the max icon to view the trace in full screen 

· Repeat for the other channels. 

· The sample should be allowed to run for 20 minutes then stopped by selecting the channel and clicking STOP. 

· Use the “Multi” function to visually ensure reproducibility and precision results between channels. Look at the results and observe for any significant differences between the channels using each Level of QC material and for any results that are out of the reference range for that particular batch of QC material. 

· If required print the results by clicking on the report icon followed by print

· Turn the lever back to the load position and push the lever down to eject to the pin, whilst stabilising the TEG® with the other hand 

· Move the carrier down and push against the bottom of the TEG® to release the cup and pin, dispose of in clinical waste 

· When the software is subsequently restarted, or the QC database accessed, the quality control results will be moved from the patient database, to the secure QC database on the hard disk. 
 E test (Performed daily by theatre staff)
· At the “Logon” screen select your username and enter your password 
· Click on ‘options’ at the top of the screen and select ‘maintenance’ 
· If necessary adjust feet until bubble in centralised indicating that the TEG® is level
· Perform an e test by clicking on channel 1 and then clicking on ‘e test’. 

· Move the lever on the TEG® to the test position 

· Wait until an eTest status message is issued, if ‘eTest is ok’ is reported repeat  for the other channels 

· If any other message is reported see the “insert contact person” 
· Sign the daily check sheet.
6.0
External Quality Assurance

7.0
Performing a Patient Test

7.1
Materials Required:

	Name






	Pack Size                          
	Catalogue Number

	QC Level 1 
	12 vials / box
	8001

	QC Level 2 
	12 vials/box
	8002

	P100 Pipette 
	1
	01-096

	P1000 Pipette
	1
	01-097

	Pipette Tips Large (P1000) 
	100/box
	01-008

	Pipette Tips Small(P100)
	100/box
	01-009

	Disposable Cups & Pins 
	20/box
	6211

	Calcium Chloride 
	5ml/ vial
	7003


7.2
Sample Collection
          Draw 3-5mls of blood into a plain (not blood gas) syringe.
There is a 4 minute window from drawing the blood to running the test. If a test is required from another theatre and you think you will not be able to complete it in the 4 minutes, take the sample into a citrated bottle.
7.3
Analysing the Sample
· Logon, by pressing the Logon Button (the green button) on the screen, select your Operator ID, type your password in the box, and then click login. Remember to logoff (the red button) when you have finished using the TEG® software.
· Press the ‘TEG®’ icon in the top bar menu and load a sample as previously shown. 
· Use the on screen guide pictures on the screen as a reminder. 
REMEMBER EACH TIME: 

· reagents at room temperature before use 

· check the level bubble on top of machine 

· lever in load position when loading the consumables 

· after raising the carrier, counterbalance the machine and press the button under the carrier to push the pin onto the spindle 

· and finally seat the cup in the carrier by pressing it in with your thumbs 

· Add 1ml blood to the kaolin vial, and gently invert the vial 5 times. 
· Pipette 360ul blood into the loaded cup and raise carrier, move the lever to the test position and press start on the screen. 
· Use the guide on the TEG® screen as a reminder if you are unsure. 

Data Entry on the TEG® 
· Data may be entered before a blood sample has been obtained or after it has been loaded into the TEG® and monitoring has started. 

· Select appropriate channel using the mouse and enter patient name, sample type and sample description as follows: 
PATIENT NAME: 
· If the patient is a NEW Patient click on ‘Case’ icon in top bar menu. Choose ‘Add case’ and press ‘Done’. Enter Hospital ID number as well as patient’s last and first name – these three fields are compulsory. Then press ‘Done’. This will put your patient’s details in the database. 

· If you have entered your patient’s details before then they will already be in the database. 

· Click on down arrow to pull down menu in Patient name field. 

· Use the keyboard to type in the first letter of the patient’s surname. Scroll from here to find your patient and click on his/her name – this automatically fills in the field. 

ST – SAMPLE TYPE: 
· Click on down arrow to reveal menu. 

· Choose appropriate sample type, for example Kaolin for a standard sample activated in kaolin. 

SAMPLE DESCRIPTION: 
·  Click on down arrow to reveal menu. 

·  Choose appropriate description remembering to include cup type e.g. 
Baseline sample in plain cup = Baseline 

When all three fields are complete press ‘Done’ to return to the main database screen. 

Data may be edited at any time. 

Ending a TEG® run 
· Always stop the TEG® run on the computer before removing the cup and pin from the TEG® analyser. 

· Click Active Button to correctly identify which samples are okay to stop 

· Click on the channel to be stopped. 

· Press ‘Stop’ icon in the menu bar and follow the on-screen instructions. 

· On the TEG® analyser, pull the lever back to the load position and press down to eject the pin into the cup. 
· Pull the white carrier down and push it as far down as possible until a click is heard and the cup and pin are ejected. 

· Remove the cup and pin and dispose of in a sharps bin. 
Useful Icons 
PATIENT – Filter the results of one or more selected patients from the database 
LOGON –   Logon to software, enables user to start, stop and edit details for samples 
LOGOFF – Logs users off the system. 
ACTIVE –   Will display only those channels which are currently running samples 
TEG® –      Press this to go to the screen to run a sample. 
MAIN -        If you wish to return to the usual DATABASE SCREEN (i.e. 8 traces and data)at ANY time press ‘Main’ icon. 
MAX –       Select a small trace and press ‘Max’ to see it full screen.
CASE –     Use this to enter a new patient’s Hospital number, Surname and First name (see above) 
PRINT –     Prints an A4 trace and values for single traces. 
REPORT – Prints an A4 report for single traces or multiple traces. 
MULTI –     Allows you to view two or more traces at the same time. Press ‘Multi’ then select the traces you wish to see overlaid. Then press ‘Done’. ‘Super’ will 

superimpose traces, ‘Offset’ will display one slightly above the other. 

If you overlay the 3 traces of PlateletMapping™ samples you get automatic calculation of reduction in MA due to platelet inhibitors 

If you overlay a standard sample and functional fibrinogen sample, you get automatic calculation of Functional fibrinogen level. 

8.0
Adverse Incident Reporting

All adverse incidents must be reported to ensure lessons are learnt. The Point of Care Manager should be notified and copied into the incident report. The device and all associated consumables should be quarantined if the incident has lead to patient harm, and the MHRA should be notified.
9.0
Maintenance
9.1
Cleaning and disinfecting
· Put on gloves

· Wipe entire outer surface of analyser with alcohol swab

· Remove platform detail and thoroughly disinfect surface as well as indentations 

           with alcohol swab.
· Disinfect surface behind carriers and above columns with alcohol swab.

· Disinfect outer surface of columns and column lever with alcohol swab.

· Disinfect cup well and carrier surfaces using an alcohol swab.

· Place all materials used for disinfection in biohazard container.

NB: A weak hydrogen peroxide solution (6%) may be used to remove dried blood from the lower column area using a Q Tip whilst the lever is in the load position

Soap based detergents are not recommended for use near moving parts
10.0
Contacting the Point of Care Testing Team
The Point of Care Testing Team is contactable during office hours (Monday to Friday 9am to 5pm). For non urgent matters use the following email address:

For urgent matters please page the relevant team member and include your site & location details in the message:
	Site 
	Pager
	Telephone                    

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


POCT Manager …………………………………
11.0
Appendix 1: Pathology web pages.
An electronic version  of documents are printable from the Pathology web pages
