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Assessment of Medical Device Competency

Medical Device:
Abbott Alere Actim® PROM 1ngeni Device.



       High Risk    (5x3=15)
Competency statement:

The practitioner has been observed as competent in the use of Abbot Alere Actim® PROM 1ngeni on the date/s recorded below.
Underpinning Knowledge (including relevant policies and procedures):
	Underpinning knowledge and understanding required:
	Date of assessment and assessor initials

	Demonstrates an understanding of the rationale for PROM testing, including test frequency.
	

	Demonstrates an understanding of possible result outcomes and their interpretation.
	

	Demonstrates an understanding of own accountability when undertaking specimen collection and PROM testing.
	

	Demonstrates an understanding of the limitations of this device.
	

	Demonstrates a working knowledge of how to activate the device and check the display screen.
	

	Demonstrates knowledge of correct storage of test cartridges and Quality Controls (QC).
	

	Demonstrates knowledge of where to access information on error codes.
	

	Demonstrates knowledge of why it is important to perform the QC checks on the meter and what to do if the checks fail.
	

	Demonstrates knowledge of the QC requirements of the meter.
	

	Demonstrates an understanding of the procedure for reporting faults or adverse events associated with the device.
	

	Demonstrate knowledge of safe practices during specimen collection and how to obtain an appropriate specimen.
	

	Demonstrates an understanding of the Health & Safety and Infection Control issues associated with the use of this device.
	

	Knows how to obtain replacement materials.


	


	Polices and procedures associated with this competency

	Medical Devices Policy

Infection Control Policy 

Abbott Alere Actim® 1ngeni Device SOP
Preterm (<37/40) prelabour rupture of membranes



Assessment of competency:

	Performance Criteria
	Date of assessment and assessor initials

	Ensures test cartridges are in date and that the device has been QC checked and can perform a QC check if required.
	

	Confirms identity of person being tested and obtains informed consent. 
	

	Prepares site and uses specimen collection device correctly to produce a sample.
	

	Carries out the test according to the Standard Operating Procedure/ manufacturer’s instructions.
	

	Complies with Infection Control and Health & Safety Policy.
	

	Informs person tested of result within limits of responsibility and ensures their comfort.
	

	Documents the result clearly and accurately in the appropriate records in accordance with Trust policy.
	

	Reports result as required and if result is outside of expected range for the individual takes appropriate action.
	

	Can clean the device after use.
	


NB The practitioner is reminded that this document records a baseline level of competence and safe use of the device. 
Signatures on Completion:

	Signature of Practitioner:






	Print name:





Position:

	Date:
	 

	Signature of Assessor/verifier:


	Print name: 





Position:

	Date of assessment:

	Re-assessment due 3 yearly unless circumstances dictate earlier
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