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Abbott Alere Actim® 1ngeni Device SOP
1. PURPOSE OF THE EXAMINATION
This operating procedure outlines the use and management of the Abbott Alere Actim® 1ngeni Device within the Trust for the diagnosis of Premature Rupture of the Membranes (PROM).
Premature Rupture of the Membranes (PROM) is an event that occurs during pregnancy when the sac containing the foetus, and the amniotic fluid, bursts or develops a hole prior to the start of labour. Whether occurring at term or preterm (<37 weeks), PROM is a serious pregnancy complication that increases the risk of maternal and foetal infections.
PROM complicates 5% to 8% of all pregnancies. It is the leading identifiable cause of premature birth, accounting for 30% of all preterm births globally.

The Alere Actim® PROM test is an accurate aid in the diagnosis of suspected PROM in pregnant women ≥ 15 weeks gestation who present with signs, symptoms or complaints suggestive of ROM, but where there is no obvious evidence of rupture of membranes. A negative test can be safely relied upon to rule out PROM respectively and therefore reduce unnecessary intervention and hospital admissions. A positive result allows targeted interventions that can be given to the mother which have been proven to improve perinatal mortality and/or morbidity.
The RDUH recognises that the use of POCT devices is an integral part of healthcare, but that there is an inherent risk in doing so. The RDUH aims to minimise this risk by utilising the Point of Care testing policy and this operating procedure as a framework to monitor and audit the devices. 

The object of this SOP is to:

· Ensure the principles of best practice are used. 

· Promote safety, reliability and suitability of the equipment and procedures 

· Ensure that the use of devices are a value added activity and that no harm is rendered to any patient as a result of mismanagement or inappropriate use.
2. PRINCIPLE AND METHOD OF THE PROCEDURE
The Alere Actim® PROM test is a rapid immunoassay that specifically detects Insulin-like Growth Factor Binding Protein-1 (IGFBP-1). IGFBP-1 is a subgroup of proteins of the insulin-like growth system, which has a function in the control mechanism of foetal and placental growth and development.  

IGFBP-1 accumulates at high concentrations in amniotic fluid. The levels are much higher than found in other body fluids. The concentration of IGFBP-1 in amniotic fluid is 100 to 1000 times higher than in maternal serum. IGFBP-1 is not usually present in the vagina, but after rupture of foetal membranes, amniotic fluid with a high concentration of IGFBP-1 mixes with vaginal secretions and is detectable in a vaginal sample.

In the Alere Actim® PROM test, a specimen of vaginal secretion is taken and extracted into Specimen Extraction Solution. The presence of IGFBP-1 in the solution is detected using a dipstick.

The test is based on immunochromatography. It involves two monoclonal antibodies to human IGFBP-1. One is bound to blue latex particles (the detecting label). The other is immobilised on a carrier membrane to catch the complex of antigen and latex labelled antibody and indicate a positive result. When the dip area of the dipstick is placed in an extracted sample, the dipstick absorbs liquid, which starts to flow up the dipstick. If the sample contains IGFBP-1 it binds to the antibody labelled with latex particles. The particles are carried by the liquid flow and, if IGFBP-1 is bound to them, they bind to the catching antibody. A blue line (test line) will appear in the result area if the concentration of IGFBP-1 in the sample exceeds the detection limit of the test. A second blue line, the control line, confirms correct performance of the test. After 5 minutes of reaction time, the test and control line are interpreted by the Abbott Alere Actim® 1ngeni analyser.
3. PERFORMANCE CHARACTERISTICS
Precision

A panel of specimens consisting of samples of different IGFBP-1 concentration levels was evaluated for intra- (repeatability) and inter- (reproducibility) assay precision. For repeatability the samples were tested with 10 replicates during the same day using three different lots of the Alere Actim® PROM test. Repeatable results were obtained. For reproducibility a study of the Alere Actim® PROM test was conducted at three separate sites. Test operators (n=9) tested each level on five different days using one lot of the Alere Actim® PROM test. A total of 360 tests were performed (120 per site) with a total of 45 tests per sample type. The overall reproducibility of the Alere Actim® PROM test is 97 % (350/360) with no significant differences within runs (replicates tested by one operator), between runs (five different days), between sites (three sites) or between operators (nine operators). 

Accuracy

The accuracy of the Alere Actim® PROM test has been evaluated in several clinical studies. These show that the test has a good Positive Predictive Value (PPV) of up to 97.6%4 assisting in identification of women for rapid treatment; and a Negative Predictive Value (NPV) of 100% to confidently rule out PROM.
	Study
	Sens. (%)
	Spec. (%)
	PPV (%)
	NPV (%)

	Rutanen 1996 
	100
	95
	93
	100

	Ragosch 1996
	100
	83
	83
	100

	Jain 1998 
	100
	89
	76
	100

	Kubota 1998
	95
	93
	90
	96

	Ergemoglu 2004 
	97
	97
	97
	97


4. TYPE OF SAMPLE

A swab is used from the Actim® PROM test kits to collect vaginal secretions, which are then placed in to a specimen extraction tube.

The minimum volume required is 150μL. To ensure having enough sample leave the swab in the vagina for 10-15 seconds for optimal absorption.

Specimens must be collected prior to:

· Digital Examination
· Trans-Vaginal Ultrasound

Samples should be tested immediately after extraction, if this is not possible, samples should be tested no more than four hours after extraction. Any samples that cannot be analysed within four hours should be frozen, before analysis these will require thoroughly thawing and mixing.

5. PATIENT PREPARATION

Actim® PROM tests can be performed anytime from 15 weeks, however this should only be used below 22/40 after discussion with a Consultant.
For the identification and assessment of Preterm (< 37/40) Prelabour Rupture of Membranes (PPROM), please follow the clinical guidelines set out in the following document ‘Preterm (<37/40) prelabour rupture of membranes’ (Appendix 1).

An Actim® PROM test should only be performed if a patient presents with a history of Spontaneous Rupture of Membranes (SROM). A speculum without gel should be used and secretions collected for 10 -15 seconds from the posterior vaginal wall.

6. TYPE OF CONTAINER AND ADDITIVES

This is near patient testing at the bedside. 

Patient sample is collected using swab and extraction tube contained within the Actim® PROM test kits.
7. EQUIPMENT AND REAGENTS

Staff must be adequately trained before using these devices. Training is provided by Abbott. For all training requests please contact the Obstetric Lead (Eastern) or the Point-of-Care team on rduh.poctnorthern@nhs.net (Northern).

Training provided by Abbott will ensure the trainee is competent to use the device. There is also a Trust Medical Devices Competency that is the responsibility of the practice educators and/or ward managers to sign off if necessary for staff members who use the device. This can be accessed via the POC website:
Eastern - https://www.exeterlaboratory.com/point-of-care-testing/policies/
Northern - https://pathologylaboratory.co.uk/pathology-2/departments/point-of-care/point-of-care-policies/
Northern: To order quality control solutions and testing strips please email rduh.poctsupplies@nhs.net for Northern sites/wards.

Eastern: To order quality control solutions and testing cassettes please order via Unit4:
	Product Code
	Product

	30832RETAL
	Actim® PROM 1ngeni Test Cassettes

	30800RETAL
	Actim® PROM Controls

	SLP-SRL
	Seiko Printer Labels

	20001360
	Actim® 1ngeni Instrument Check


8. ENVIRONMENTAL AND SAFETY CONTROLS

Controls solutions should be stored between 2 – 25 degrees. The lyophilised controls are stable up to stated expiration date. Reconstituted controls are stable for 24 hours at room temperature (below 30 degress) or seven days if kept at 2 – 8 degrees. Alternatively the reconstituted controls can be frozen at -20 degrees for 24 months.
Test cassettes should be stored between 2 – 25 degrees and must not be frozen. Do not use the test cassette after the specified expiration date. The dipsticks must be used immediately after their removal from the foil pouch.
Ensure device is used at ambient temperature between 15 – 30 degrees. Conditions of high humidity >85% should be avoided.

The Instrument Check cassette must be kept protected from light after opening.
9. CALIBRATION PROCEDURES
Calibrated against Behring Institute IGFBP-1 (PP12) preparation Lot 307/323.
10. PROCEDURAL STEPS
10.1
Meter Setup
1. Connect the device to the power supply and power the device on by pressing the circular power button on the left hand side of the device.
2. The device should automatically begin a self-test that take a few minutes. Once complete you will be able to log in as admin user.
· User ID: ‘admin’

· Password: ‘admin'
3. Using the admin settings you will be able to set the date and time on the device. For all other setup changes please refer to the Operators Manual for the device you have.
10.2
Running a Patient Test
See Appendix 2 for instructions on how to obtain a patient sample.

1. Log in to the reader by scanning in your barcode.
2. Select ‘Test’ icon.
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3. Select ‘Patient Test’.

4. Enter the patient MRN using the onscreen keyboard. Press the green tick icon
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5. When the screen shows ‘Activate & Insert Test’, open the foil pouch containing the dipstick by tearing. N.B. Do not touch the yellow dip area at the lower part of the dipstick.
6. Place the yellow dip area into the extracted sample and hold it there until you see the liquid front enter the result area.

7. Remove the dipstick from the solution, place it into the cartridge, reading area forward and coloured side upwards.
8. Place the cartridge into the reader with the QR code forward and facing up, until the cartridge clicks into place. Upon detecting the test cartridge, the device will start the test automatically. A five minute timer will begin.
9. When testing is complete, the device will display a result. The result may be printed by pressing ‘Enter’.
10. Please Note: Only read the test result generated by the 1ngeni system.
Do not try and read visually from the cassette.
Do not place the test in to be interpreted again and again until you get the result you are expecting.
11. Enter the result onto the patient’s chart on MyCare.

12. Remove the test cassette and discard into clinical waste.

13. Log off the device when testing has finished.

11. QUALITY CONTROL PROCEDURES
There are three internal quality control procedures, firstly the automated self-test, secondly a daily instrument check of analyser performance, and thirdly running liquid controls
11.1
Self Test
The Self Test is an automatic instrument test that ensures the device is operating as expected. It occurs every time the device is switched on or as scheduled by the admin user.

If the Self Test should display ‘Self Test Warning!’ or ‘Self Test Fault!’ then the device should be rebooted so that the Self Test can be repeated. If the Self Test still fails please call 01392 402912 or email rduh.bloodsciencespoct@nhs.net (Eastern) or call 01271 349114 or email rduh.poctnorthern@nhs.net (Northern). If the problem persists, a supervisor should be notified and the fault reported to Abbott Technical Services via eme.techsupport@abbott.com or call 0161 483 5884.
In the event of a ‘Self Test Warning!’ testing is still available. In the event of ‘Self Test Fault!’ testing is locked out.

11.2
Instrument Check
The Instrument Check provides the capability to check the functionality of the device. This check should be performed daily using the special cartridge containing the Instrument Check test strip.

The Instrument Check must be performed before any patients are tested on each day, users will be locked out and not able to run a patient test if this has not been performed. The Instrument Check cassette must be kept protected from light after opening.

1. Log in to the reader by scanning in your barcode.

2. Select ‘Test’ icon.
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3. Select ‘Instrument Check’.

4. Insert the Instrument Check cassette.

5. Select ‘Run Control Test’.

6. The result will be displayed after five minutes.
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7. Record the result in the QC log book.

8. If the Instrument Check fails then it should be repeated. If the Instrument Check still fails please call 01392 402912 or email rduh.bloodsciencespoct@nhs.net (Eastern) or call 01271 349114 or email rduh.poctnorthern@nhs.net (Northern). If the problem persists, a supervisor should be notified and the fault reported to Abbott Technical Services via eme.techsupport@abbott.com or call 0161 483 5884.
11.3
Liquid Quality Control
There are three levels of liquid quality control available, that are run to ensure to device is produce results as expected. They should be analysed every time a new lot number of test cassettes are put into use or when the Self Test and/or Instrument Check fails.
1. To reconstitute the quality control material, unscrew the cap and carefully remove the grey stopper.
2. Using a 500µl pipette, add 500µl of reconstitution solution to the vials. Change the pipette or its tip after each vial to avoid cross-contamination and carryover of control material.

3. Replace the grey stopper and leave to sit for at least 15 minutes while it reconstitutes.

4. Gently mix the vial by swirling to ensure thorough reconstitution.

5. Split each vial into three aliquots of roughly 150µl. These aliquots can be frozen for future use. Reconstituted controls are stable at -20 degrees for 24 months.

6. Log in to the reader by scanning in your barcode.

7. Select ‘Test’ icon.
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8. Select ‘Control Test’.

9. Enter a unique Control ID. Press the green tick icon.3

10. When the screen shows ‘Activate & Insert Test’, open the foil pouch containing the dipstick by tearing. N.B. Do not touch the yellow dip area at the lower part of the dipstick.
11. Place the yellow dip area into the thawed quality control sample and hold it there until you see the liquid front enter the result area.

12. Remove the dipstick from the solution, place it into the cartridge, reading area forward and coloured side upwards.
13. Place the cartridge into the reader with the QR code forward and facing up, until the cartridge clicks into place. Upon detecting the test cartridge, the device will start the test automatically. A five minute timer will begin.
14. When testing is complete, the device will display a result. The result may be printed by pressing ‘Enter’.
15. Please Note: Only read the test result generated by the 1ngeni system.

Do not try and read visually from the cassette.
Do not place the test in to be interpreted again and again until you get the result you are expecting.
16. Enter the result onto the QC logbook.

17. Remove the test cassette and discard into clinical waste.
18. Log off the device when testing has finished.
19. If the QC Check fails then it should be repeated. If the QC still fails please call 01392 402912 or email rduh.bloodsciencespoct@nhs.net (Eastern) or call 01271 349114 or email rduh.poctnorthern@nhs.net (Northern). If the problem persists, a supervisor should be notified and the fault reported to Abbott Technical Services via eme.techsupport@abbott.com or call 0161 483 5884.
11.4
External Quality Assurance
External Quality Assurance (EQA) schemes provide samples that ensure the quality of results provided by the service by comparing results to known values and assessing compliance nationally. It is a requirement of ISO 15189:2022 regulations and part of the Trust Point-of-Care Policy for EQA to be in place.

All staff who are trained and competent on a device are able to perform the EQA test. The sample provided should be run as a patient sample along with the instructions provided with the sample.
For Northern departments with an Abbott Actim® 1ngeni device, External Quality Assurance (EQA) control solutions will be performed by the Point-of-Care team.

12. INTERFERENCES

The following substances, conditions and microorganisms were tested with the Abbott Alere Actim® 1ngeni test and were found not to affect the Abbott Alere Actim® 1ngeni test performance.
Tested Substance/Condition/Micro-Organism

Interference (No/Yes)

Whole Blood 







No

Semen








No

Urine 








No

pH 3.5-8.5 







No

Ultrasound Transmission Gel 





No

Pevaryl (econatzol.nitras)






No

Gyno-Trosyd (tioconazol) 





No

Flagyl (metronidazole) 






No

Canesten (clotrimazol) 






No

Personal Lubricant 






No

Baby Oil 








No

Baby Powder 







No

Feminine Deodorant Suppositories




No

Vaginal Gel 







No

Candida albicans 







No

Gardnerella vaginalis 






No

Neisseria gonorrhea 






No

Chlamydia trachomatis 






No

HSV-1 








No

HSV-2 








No

Shower and bath products 





No
13. RESULT CALCULATION AND INTERPRETATION
13.1 Biological reference intervals/clinical decision values
The interpretation of the result MUST be done in conjunction with the clinical  
presentation of the patient, all other available test information and by 
reference to internal policy.

Negative Actim® PROM Result: Premature rupture of membrane can be 
excluded.

Women found to be negative using the Amnisure will no longer require 
admission and can be safely discharged home.  These women will no longer 
require USS to assess liquor volume and avoid repeated visits to the hospital 
for maternal and foetal wellbeing monitoring. 

Positive Actim® PROM Result: Premature rupture of membranes has been 
detected. Manage according to local protocol, depending on the gestational 
age.

Women who are pre-term will have targeted interventions according to the 
duration of pregnancy to improve perinatal mortality and morbidity (antenatal 
corticosteroids, antibiotics +/- tocolysis or induction of labour if term) see 
PPROM Guideline (Appendix 1). Women who are term will be offered 
induction of labour, see Pre-labour rupture of membranes >36 weeks 
Guideline.

13.2 Reportable interval of results
The Abbott Alere Actim® 1ngeni device limit of detection is approximately 25μg/L in extracted sample. The measuring range of the Abbott Alere Actim ® 1ngeni test is approximately 25-500000μg/L in extracted sample.
13.3 Alert/critical values
N/A
13.4 Potential sources of variation

Results must be interpreted in conjunction with all other clinical findings.

If rupture of foetal membranes has occurred but the leakage of amniotic fluid has ceased more than 12 hours before the specimen is taken, IGFBP-1 may have been degraded by proteases in the vagina and the test may give a negative result.

A negative test result is an indication on the present condition and cannot be used to predict the forthcoming.

A positive PROM result indicates a leakage of amniotic fluid has occurred but does not locate the site of the rupture.

The test has been designed to minimise interference from bleeding, but in cases of heavy bleeding the blood locally may have a higher concentration of IGFBP-1 protein. In these cases, a positive result should be interpreted with caution.
Limitations

Only the swab supplied with the kits can be used.

The dipstick;

· should be placed carefully in the sample tube, the upper part should remain dry

· should not be used if it has been allowed to become wet.
· should not be used if there is blue colouring in the result area before testing.
· should not be used unless the aluminium foil pouch is intact.
The result must not be visually inspected after analysing it with the reader.

Do not re-analyse a test with the reader.
14. REPORTING OF RESULTS
Results must be recorded immediately on the patient’s chart on EPIC or record sheet, along with the date, time, patient’s name and NHS/hospital number and the operator’s name. All details must be written clearly and legibly.

15. MAINTENANCE
· Keep the device free from dust.

· Remove any spillage on the exterior covers; also ensure that any parts of the instrument that would come in contact with blood/body fluids are also cleaned.
· Clean meter and test cassette entry point with moistened cotton swab – be careful around the cassette entry point and battery compartment.

· For heavily contaminated meters please contact the laboratory.

· Protect it from extremities of temperature and humidity and handle device with care.
· If the meter is dropped perform a quality control before performing a test.
16. TROUBLESHOOTING

If an error message is displayed, e.g. ‘Error: 2’, please refer to the troubleshooting guide in the manual that was provided with the meter.

For all queries and questions please call 01392 402912 or email rduh.bloodsciencespoct@nhs.net (Eastern) or call 01271 349114 or email rduh.poctnorthern@nhs.net (Northern) for advice.
For any problems that are not able to be solved, you should contact the Abbott Technical Services via eme.techsupport@abbott.com or call 0161 483 5884.
17. REFERENCES

Abbott Rapid Diagnostics Ltd
Pepper Road

Hazel Grove

Stockport

Cheshire

SK7 5BW
Abbott Technical Services: eme.techsupport@abbott.com or call 0161 483 5884
Abbott Customer Service Team: uk.roi.customers@abbott.com or call 0161 485 5884.
APPENDIX 1 – Actim® PROM Flow Chart 
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APPENDIX 2 – Actim® PROM Collection Procedure 

Actim® PROM can be performed anytime from 15 weeks although only use below 22/40 after discussion with Consultant. 

Actim® PROM is not affected by the presence of semen, urine or small amounts of blood. In the presence of moderate or significant bleeding you are more likely to obtain a false positive result and hence results should be interpreted with caution.  
As per recent field safety notice 11/23 – Surgical lubricants should NOT be used  when taking actim partus test 
We use the PROM 1ngeni Test Machine to interpret our results 

Test Obtained as highlighted above 

The Dipstick is not inserted until the machine is ready to test and patient ID have been added. 

Once the liquid reaches the result area, it is placed in the machine and the machine reads the results 

DO NOT visually interpret the result under any circumstances after removing the test – these tests are optimised for the machine to interpret. 
If the result is indeterminate then the speculum and swab should be repeated. 
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Woman presents with a history of possible 





preterm rupture of membranes (PROM)
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