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Audit Template
	Audit Title:
POCT Services & Accreditation Status


	Lead Auditor:  Nikola Costa
	Audit date(s):
April 2017


	Please indicate if   Local / Regional / National Audit
Please indicate which hospital & location or region

Thames Region

	Report Author:
Name:
Nikola Costa
Email: Nikola.costa@gosh.nhs.uk

	Aims of the Audit:
An audit was conducted in the Thames Region to investigate the  current status of POCT services in the region and to share experience in the issues surrounding POCT service provision and acquiring accreditation (UKAS or CPA). 
The aim was to investigate whether hospitals in our region had adopted practices that conformed to the UKAS  ISO 22870:2006 or 2016 POCT-specific criteria, including the management, organisation and operation  of POCT services. 
Other aims included
· To enable each participant to explore their service in detail
· Demonstrate areas of POCT service management requirements
· Help identify
· shortfalls in documentation/organisation
· areas that are difficult to demonstrate compliance with standards
· where improvements can be made
· Share learning of good practice between trusts


	Audit Method and Outcome(s):
An audit questionnaire was distributed by e-mail to the laboratories of the Thames region and responses collated. Participating laboratories were asked about their provision of POCT services, organisation, management and operation. The findings of the audit were presented to the region in a half day meeting, and operational issues discussed.  

However, the audit did highlight areas of improvement for those labs who participated in this audit. These areas include: 
· Thorough documentation of policies/ processes/management is required
· A suitable QMS will enable recording/ controlling/monitoring of process most efficiently
· Greatest challenge in organisations with mixed responsibilities/governance for POCT
· Training and competency recording/ controlling/monitoring is biggest challenge
· Made easier with connected devices, middleware controls, “ownership” of personnel records




	Audit Recommendations / Standards:
1. UKAS  ISO 22870:2006 or 2016
2.
3.


	Please indicate to whom and when audit presented  &/or circulated&/or published:
Audit findings presented at the meeting of the Thames Audit Group on 28th April 2017. 




	Audit recommendations / standards ratified by … and when:




	Date of audit report:
28th April 2017

	Audit documents for upload to http://www.acb.org.uk/whatwedo/science/audit.aspx
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Standards

ISO 22870:2016 (Edition 2)

Point-of-care testing (POCT) -- Requirements for quality and competence

gives specific requirements applicable to point-of-care testing and is intended to be used in conjunction with ISO 15189

Patient self-testing in a home or community setting is excluded, but elements of this document can be applicable

ISO 15189:2012 (Edition 3)

Medical laboratories -- Requirements for quality and competence
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ISO 15189 Clauses

ISO 22870 Clauses

		4. Management requirements		

		4.1		 Organisation & management responsibility

		4.2		 Quality Management system

		4.3		 Document Control

		4.4		 Service Agreements

		4.5		 Examination by referral laboratories

		4.6		 External services and supplies

		4.7		 Advisory services

		4.8		 Resolution of complaints

		4.9		 Identification and control of non-conformities

		4.10		 Corrective action

		4.11		 Preventative action

		4.12		 Continual improvement

		4.13		 Control of records

		4.14		 Evaluation and review

		4.15		 Management review

		5. Technical Requirements		

		5.1		 Personnel

		5.2		 Accommodation and environmental conditions

		5.3		 Laboratory equipment, reagents and consumables

		5.4		 Pre-examination procedures

		5.5		 Examination processes

		5.6		 Ensuring quality of examination results

		5.7		 Post-examination processes

		5.8		 Reporting of results

		5.9		 Release of results

		5.10		 Laboratory information management



Used as an Appendix to ISO 15189 

Details additional POCT-specific criteria for each clause

(excl. 4.3 – 4.8 where 15189 applies alone)



Audit designed to include most topics with greater emphasis on 22870 criteria
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Aim of Audit

Enable each participant to explore their service in detail

Demonstrate areas of POCT service management requirements

Help identify

shortfalls in documentation/organisation

areas that are difficult to demonstrate compliance with standards

where improvements can be made

Share learning of good practice between trusts
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Section 1: Your hospital & patient population


Total of 21 responses

1x group of 5 DGHs

1 lab both (teaching) & 3





Q3. Are your pathology or POCT services managed by a private company/ partnership or by an NHS trust?

		District General Hospital		13

		Teaching Hospital		5

		Teaching Hospital & DGH		3

		Tertiary Referral Hospital		4

		TOTAL		25



				NHS Trust
		Private company/ partnership

		Pathology		14		4

		POCT		13		2
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POCT services available

Q4: Which services / devices is your POCT team are responsible for?
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Glucometers	Blood Gas Analysers	Pregnancy testing	Urinalysis	Coagulation meters	HBa1C	Ketone meters 	19	17	15	14	15	17	17	
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Thromboelstography (TEG)	Hemocue	Bilirubinometer	FBC (Pochi)	fFN	AQT90 (Tn, d-dimer, BNP, bhCG, CRP)	PROM (Premature Rupture of Membranes)	HIV	RSV (Respiratory Syncytial Virus)	Nephrocheck (AKI), TIMP-2 and IGFBP-7)	Urine drugs of abuse	Cardiac reader 	Haemochron	iSTAT	2	6	8	3	10	3	3	3	3	1	1	1	3	1	





Section 2: POCT Accreditation – Current status

1a) What is your current POCT accreditation status?

 

All 25 labs: No POCT accreditation (just lab accreditation to UKAS (CPA or ISO 15189)



1b) If you do not have UKAS accreditation for POCT, are you working towards this, do you have an inspection scheduled?







Of the two labs that said no, One lab commented: 11) not working towards it. Have no dedicated POCT staff so would not pass!

Of the 15 labs working towards accreditation, one commented: they are Ensuring patient safety and addressing high risk POCT issues first.

And of those considering applying, one lab stated: their plan would be to start with a small scope and expand. Currently staffing for POC support is an issue and we need to expand the team before we could progress work towards accreditation. 
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15 (71%)



NO	WORKING TOWARDS	APPLIED FOR	CONSIDERING APPLYING	2	15	4	

Q2) Does your clinical biochemistry laboratory have UKAS accreditation? 
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Fifth level
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11

(55%)

8

(40%)



Accredited to CPA standards	UKAS (ISO) accredited to ISO 15189	No  accreditation 	11	8	1	

Section 3: POCT Organisation & Management

Q1) Who has overall management of POCT in your trust?

Other:

Dedicated POCT Mgt team: 4

Mixed responsibility: 3 

(1x between Trust & Private organisation, 1x Trust and an outsourced NHS Partnership organisation)

“The mgt group shall ensure that responsibilities and authorities are defined and communicated  within the organisation”  22870 (4.1.2.3)





Mixed responsibility between trust & private organisation: SLA between Trust and Private Org. limits the POCT team's responsibility to governance of glucose/ketone meters ONLY, run by Biochemistry Operations Manager. ITU manage BGs, The Trust POCT Committee has a governance role but there is no  overall operational control of POCT in the Trust.
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6

(21%)

9

(32%)

6

(21%)

7

(25%)
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Clinical Biochemistry	Other pathology discipline	Multi-disciplinary management group	Pathology Manager	Other	6	9	6	7	

Q2: Apart from your POCT team, do you have any help from any other department i.e. Biomedical Engineering



















































		YES		11

		NO		6

		BME		6

		Medical Devices Committee		2

		Medical Physics		1

		IT dept		2

		Training dept		1

		Device manufacturer		1

		Pharmacy		1
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Q3: Does your trust have a POCT committee? If yes, which staff groups are involved?



























YES: 18

NO: 1

		CLINICAL STAFF (EG. NURSES/DOCS)		18

		BME/Clinical Engineering/Medical Devices		15

		PATHOLOGY/Quality Management		14

		IT		10

		PHARMACY		10

		PROCUREMENT		7

		Infection Control		6

		Clinical Governance		5

		RISK MANAGEMENT		3

		Learning/Development/Education Team/practice educator		3

		Finance		3

		Community reps		2

		MEDICAL PHYSICS		1

		Information Communication Technology officer		1

		Each DGH trust in group has sub-committee		1

		OTHER		1



“appoint a multidisciplinary POCT mgt group, with representation from lab, admin & clinical teams incl. nursing”  

22870 (4.1.2.2)
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Q4a: Does your trust have a designated POCT Manager/Co-Ordinator? (i.e. a role which oversees overall management of POCT services for the trust)

YES: 21

NO: 2



b) If yes, what grade of staff are they?

		Senior BMS (Band 7)		14

		Clinical Scientist (Band 8a)		10

		MLA (Band 3)		2

		Chief BMS (Band 8a)		2

		Clinical Scientist (Band 8b)		1

		Clinical Scientist (Band 8c)		1

		Clinical Scientist (Band 9)		1



“..governing body of the organisation shall be ultimately responsible for ..POCT”  22870 (4.1.1)

“..appoint a person…as quality manager responsible for POCT quality”  22870 (4.2.2.1)
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Section 3: Quality Management System

Q1a: Does your POCT service have a separate quality management system to your main lab QMS?

YES: 4

NO: 16













b) If no, do you use your lab QMS for POCT documents?











1x No POCT documents/policies

1x In development

Q2a: Who maintains your POCT document control?

 







Pathology manager  indirectly as they maintain the pathology QMS

b) What grade of staff are they?

		YES		10

		NO		2

		Use same templates, make documents POCT/device-specific		3



		POCT MANAGER/ COORDINATOR/TEAM		17

		QUALITY MANAGER/TEAM		3

		OTHER		1



		Senior BMS (Band 7)		11

		Chief BMS (Band 8a)		9

		MLA (Band 3)		3

		Clinical Scientist (Band 8a)		2

		Associate Practitioner (Band 4)		1

		BMS (Band 5/6)		1

		Clinical Scientist (Band 6/7)		1

		Clinical Scientist (Band 8b)		1

		Band 2 (Data Entry staff)		1



“..establish, document, implement and maintain a QMS and continually improve its effectiveness”  22870 (4.2.2)
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Q3: Which documents are included in your QMS?

Quality Manual – 2x labs: In development, 1x as part of Pathology quality manual



Quality Policy - 2x labs: In development

	        -  1x lab states a Trust POCT Code of Practice (COP) in place for    ALL POCT devices, however the content and resource requirement is discrepant to the Private lab’s policy



		POCT Quality Manual		5

		POCT Quality Policy		14

		Documents describing the POCT 		 

		 management activities		11

		planning		8

		operation		13

		quality objectives		10

		quality standards		8

		control of processes		12

		NO POCT-specific Documents/ Policies		4



“The QMS documentation shall include…”  22870 (4.2.3)

“The organisation shall establish and maintain a quality manual that includes…”  22870 (4.2.5)
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Q4: Where do you document the following information relating to your POCT services?

				POCT Manual (5)		POCT Policy (12)		POCT Device SOP (26)		Not documented		TOTAL (Incl Other)

		POCT Team structure & contact details		3		5		6		2		21

		Description of roles & responsibilities of POCT team and service users		3		12		4		2		23

		Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)		3		10		2		3		17

		Description of scope of POCT services available (incl. devices, locations)		3		8		1		2		18

		Procurement procedure of devices, reagents, consumables		3		10		3		2		19

		Evaluation procedure		2		5		5		5		22

		Governance procedures		3		12		2		2		19

		Training & competency procedures		1		9		10		2		24

		User certification/re-certification		1		9		7		3		26

		Device maintenance procedure		 		4		17		2		24

		Device error reporting pathway		 		4		14		3		20

		Quality management & document control		3		6		5		4		25

		IQC & EQA procedures		1		6		17		1		29

		Monitoring arrangements & reporting		2		7		9		3		23

		Examination procedures (incl. pre- and post-) & Reporting results		1		2		17		1		20

		Quality Improvement		1		 		 		5		9

		Clinical Incident reporting & recording follow-up		 		6		6		 		24







One question I failed to ask in this questionnaire is do you record the “scope of the quality management system”, as this is specifically stated to be included in the POCT Quality Manual. 



17



				POCT Policy (12)

		Description of roles & responsibilities of POCT team and service users		12

		Governance procedures		12

		Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)		10

		Procurement procedure of devices, reagents, consumables		10

		Training & competency procedures		9

		User certification/re-certification		9

		Description of scope of POCT services available (incl. devices, locations)		8

		Monitoring arrangements & reporting		7

		Quality management & document control		6

		IQC & EQA procedures		6

		Clinical Incident reporting & recording follow-up		6

		POCT Team structure & contact details		5

		Evaluation procedure		5

		Device maintenance procedure		4

		Device error reporting pathway		4

		Examination procedures (incl. pre- and post-) & Reporting results		2

		Quality Improvement		0



				POCT Device SOP (26)

		Device maintenance procedure		17

		IQC & EQA procedures		17

		Examination procedures (incl. pre- and post-) & Reporting results		17

		Device error reporting pathway		14

		Training & competency procedures		10

		Monitoring arrangements & reporting		9

		User certification/re-certification		7

		POCT Team structure & contact details		6

		Clinical Incident reporting & recording follow-up		6

		Evaluation procedure		5

		Quality management & document control		5

		Description of roles & responsibilities of POCT team and service users		4

		Procurement procedure of devices, reagents, consumables		3

		Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)		2

		Governance procedures		2

		Description of scope of POCT services available (incl. devices, locations)		1

		Quality Improvement		0
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				Dept.QMS/Trust policies		Intranet		Qpulse/Datix/Trust Incident reporting system		Pathology/POCT SOP		Meeting  minutes		Job Descriptions		User guide		Other log

		Device error reporting pathway		1		1		1		 		 		 		 		 

		Quality Improvement		4		 		 		2		1		 		 		1

		Clinical Incident reporting & recording follow-up		4		 		8		 		 		 		 		 

		Training & competency procedures		1		1		2		1		 		 		 		1

		IQC & EQA procedures		 		1		2		1		 		 		 		1

		Description of roles & responsibilities of POCT team and service users		1		1		 		 		 		2		 		 

		User certification/re-certification		 		2		 		1		1		 		 		2

		Device maintenance procedure		 		2		 		 		 		 		 		 

		Description of scope of POCT services available (incl. devices, locations)		 		4		 		 		 		 		1		1

		POCT Team structure & contact details		 		4		 		1		 		 		2		 

		Evaluation procedure		 		 		2		8		 		 		 		 

		Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)		 		1		 		1		 		 		 		 

		Monitoring arrangements & reporting		 		 		2		1		 		 		 		2

		Quality management & document control		3		2		6		 		 		 		 		 

		Procurement procedure of devices, reagents, consumables		 		 		 		10		 		 		 		 

		Governance procedures		2		 		 		2		 		 		 		 







This table describes where these items are documented in OTHER locations
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		Item		TOTAL

		IQC & EQA procedures		29

		User certification/re-certification		26

		Quality management & document control		25

		Training & competency procedures		24

		Device maintenance procedure		24

		Clinical Incident reporting & recording follow-up		24

		Description of roles & responsibilities of POCT team and service users		23

		Monitoring arrangements & reporting		23

		Evaluation procedure		22

		POCT Team structure & contact details		21

		Device error reporting pathway		20

		Examination procedures (incl. pre- and post-) & Reporting results		20

		Procurement procedure of devices, reagents, consumables		19

		Governance procedures		19

		Description of scope of POCT services available (incl. devices, locations)		18

		Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)		17

		Quality Improvement		9



Relating to QMS:

“The mgt of laboratory services shall…implement actions  to achieve planned results and continual improvement of processes”  22870 (4.2.2.1 (f))



“…shall plan and implement …improvement processes needed to demonstrate conformity of POCT to the QMS”

22870 (4.2.2.2)



Less well documented items
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Q5 a) Do you have the following POCT documents?  b) And who controls them?























Other answers included: Departmental QMS, POCT IT System, On Device, LIMS, BME, Ward manager, Trust training database

				Yes		POCT  Team/Manager

		Device SOPs		18		18

		Device user guide 		17		17

		Device troubleshooting guides		16		16

		Device maintenance log		16		16

		Reagent control log		16		14

		Worksheet/sample record log		10		9

		Training register (list of who is trained)		18		18

		Staff Competency log (for individual staff)		18		14



most common 

answer



Click to edit Master text styles

Second level

Third level

Fourth level

Fifth level
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Reasonably well-answered question with between 10 and 18 labs having each of these documents, but clearly showing areas of potential improvement, all of which are relatively simple things to put in place.



Q6: Do you record user satisfaction/feedback/complaints/ user interaction?  (Most common answers)


				yes		Where?		Monitoring frequency		Review corrective action?

		User satisfaction		10		User feedback form/survey		Quarterly/ Annually		3

		User feedback		16		POCT committee meeting mins		Ad hoc		10

		Problem resolution (corrective action)		16		BME/Path register/ logbook/maintenance log		Ad hoc		5

		User complaints		18		Qpulse/ Datix / Trust Incident reporting system		Ad hoc		7

		Complaint resolution		14		Datix / Trust Incident reporting system		Monthly		4

		External supplier issues		15		Datix / Trust Incident reporting system		Ad hoc		6

		Non-comformities (to policy or standards)		17		Qpulse/ Datix / Trust Incident reporting system		Ad hoc / Monthly		6

		Preventative action		13		Qpulse (CA/PA)		Monthly		6



ISO 15189:  4.8 Resolution of Complaints, 4.9 Identification  & control of NC, 4.10 Corrective Action, 4.11 Preventative Action





A range of answers to this question, the most common of which are listed here in this table. 



Again, just looking at the numbers of labs saying YES to these items, shows that there are several labs lacking this documentation, and certainly lacking evidence of reviewing corrective action and even documentation on the frequency of monitoring undertaken. 
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Q7: How do you record your POCT quality and technical records e.g. IQC, patient sample data, reagent logs? 



4

14

8

11

1

4

13

11

15

1

2

3

2

4

10

2

4

3

6

4

1

1

1





Others: 

Blood Gas analysers: 1x integrated into ICU IT system, 1x Print out scanned into electronic patient record

Pregnancy testing: 1x transcribed into EPR, 1x did not state

Urinalysis: 2x transcribed into EPR, 1x transcribed into patient notes
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Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	2	11	8	14	4	1	

Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	15	11	13	4	1	2	Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	10	4	2	3	2	Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	4	6	1	3	1	1	4	Coagulation

meters

HbA1c

Ketone meters

2

1

10

2

7

1

1

1

4

7

3

5

2

4

8

5

5

1

5

1

1





Others: 

Coagulation meters: 2x transcribed into patient notes, 1x into EPR

HbA1c: 2x transcribed into patient notes

Ketone meters: 1x transcribed into patient notes
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Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	5	7	4	4	2	1	3	

Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	7	10	1	2	1	1	2	Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	5	5	5	8	1	1	1	Q8: Who performs the following quality management tasks? (most common answer)

		Procures POCT devices, reagents (including IQC/EQA material), IT systems		POCT Manager/ Coordinator/ Team (16)

		Evaluate/select POCT devices, reagents (including IQC/EQA material), systems		POCT Manager/ Coordinator/ Team (17)

		Establish documented quality policy and protocols		POCT Manager/ Coordinator/ Team (15)

		Establish allocated duties and responsibilities for staff performing POCT		POCT Manager/ Coordinator/ Team (14)

		Perform IQC specimen testing on POCT device		Operators (20)

		Perform EQA specimen testing on POCT device		Operators (18)

		Review/ respond to IQC performance		POCT Manager/ Coordinator/ Team (18)

		Review/ respond to EQA performance		POCT Manager/ Coordinator/ Team (19)

		Review device performance (cost-benefit analysis)		POCT Manager/ Coordinator/ Team (13)

		Review clinical effectiveness of POCT services		POCT Manager/ Coordinator/ Team (13)

		Review expenditure on POCT services (incl. consumables, service contracts etc)		POCT Manager/ Coordinator/ Team (16)



“ A quality assurance programme shall periodically review the relative benefits of POCT”  22870 (4.12.2)





Other staff groups included: 

Procurement for Procuring devices and reviewing expenditure on devices (5 labs)

Clinical scientist/pathology dept performing the evaluation & selection of devices (6 labs)

Clinical leads/Ward Managers  established allocated duties & responsibilities for staff performing POCT (6 labs), with 5x labs saying this group reviewed the clinical effectiveness of POCT services



Other answers included POCT committees doing tasks 1 & 4

And some labs commented that IQC is performed automatically on BG analysers



Generally, a well answered question with good coverage of these items. Some labs show shortfalls, particularly review of device performance and clinical effectiveness 
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Section 4: POCT Service Operation

Q1) Who is responsible for training clinical staff in the use of POCT devices?

Link trainers/Cascade trainers : 15

POCT Team:		     11

Manufacturer of device:              13

BME: 			      1





		Sample collection type/procedure/storage		19

		Sample identification/ recording/reporting procedure		19

		Clinical utility of the test and its limitations		19

		Understanding of the analytical procedure		18

		Reagent storage requirements		19

		Quality Control and Quality Assurance procedures		19

		Technical limitations of the device		19



		Appropriate response to results that fall outside of predefined limits		19

		Infection control procedures		19

		Correct documentation and maintenance of the results		18

		Troubleshooting procedure or action to take in case of device failure		19

		Maintenance of the device		19

		Opportunity for feedback on the training		12



“ The organisation shall.. ensure that required training is provided to personnel performing POCT”  22870 (5.1.1)

””The content of the training programme shall be documented…including..”  22870 (5.1.5 (c))





Well answered question, majority of labs achieving good coverage of these topics in their training.
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Q3: How are staff competencies assessed/recorded?

		During training session		15

		POCT Database record		6

		T&C Log record/Checklist		5

		Ongoing competency assessment		3

		Middleware checks		3

		Written & practical assessment		2

		Electronicaly setup methods		2

		e-learning register		2

		Monthly training for POC staff by manufacturer		1

		Ward staff asked to assess competency of staff		1



“Not always successful. Not possible to force competency review”

“Only personnel who have completed the training and demonstrated competence shall carry out POCT.

Record of training/attestation and of re-training…shall be retained” 

    22870 (5.1.5 (b))





This question really highlighted a particularly difficult area to manage – where many labs failed to document staff training and competency logs, and/or their control of only trained staff using POCT equipment. This is probably the biggest challenge for POCT management teams to overcome – impacted by lack of security of access to devices, e.g. use of barcodes/passwords, lack of management of different staff groups (e.g. PDR/appraisals)..

27



Q4:  How do you ensure staff maintain competencies on the devices they have been trained on?

Many respondents gave several answers, depending on device:





		Networked devices give password expiry date		6

		Middleware checks		4

		e-learning/observation/questionnaire		4

		Initial training only		3

		Competency renewal every 1/2 yrs		3

		POCT team regularly reviews training database & contacts staff/managers		2

		Ongoing competency assessment		1

		Link trainers		1

		Annual training		1

		Refresher training/schedule		1

		Ward manager appraisal		1



Q5: Who is responsible for maintaining records of training/attestation/re-training?

17 labs : POCT Team/Manager/Coordinator



5 labs: Ward Manager



Others: POCT Committee, BME, End users



Click to edit Master text styles

Second level

Third level

Fourth level

Fifth level



Most comment answer was the use of networked devices which have a password expiry.

Comments given and also regarding Middleware include:

The middleware system can check the activity of the users and the number of successful tests they performed. Staff are deemed competent if they have carried out x20  patient tests and X10 QC results.

A criteria is set, which if its not achieved the user is kicked off the system and therefore unable to use the device until an update training is given.

Automatic lock-out once the e-learning licences expire

For connected devices, barcodes re-activated if user performed 5x pt test in the last 3 months
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Q6: What level of support does the main POCT management team provide?

		 		Gluco
meters		Blood Gas		Pregnancy testing		Urinalysis		Coag meters		HBa1C		Ketone meters 		Other POCT

		Setting up Service Level Agreements		14		12		11		10		11		11		12		4

		Providing advice to clinical departments on procuring POCT devices		19		17		15		15		12		16		16		5

		Providing advice to clinical departments on use of POCT devices		19		19		16		15		12		16		16		5

		Provide training to clinical users: 		 		 		 		 		 		 		 		 

		a) POCT team-led training (e.g. face-to-face)		19		16		15		13		12		12		15		2

		b) e-Learning		10		5		1		1		1		1		3		 

		c) Device Manufacturer-led training 		19		15		13		11		12		13		15		5

		Provide guidance on IQC		19		16		13		13		13		16		16		5

		Provide guidance on EQA		19		16		14		13		13		16		16		4

		Perform audit on POCT performance/use		17		13		12		10		10		12		13		4

		Manage LIMS connectivity		13		9		5		5		5		6		7		1
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“The quality manager is responsible for the design, implementation and operation of quality control”    

22870 (5.6.2)

“Where available, participation in an EQA scheme shall be required”     22870 (5.6.5)

“Frequency of internal QC should be specified for each device”     



“Corrective action shall be recorded for regular review”



“Action taken on non-conforming QC results shall be documented”



“Process control for consumable supplies and reagents  shall be documented and monitored”



22870 (5.6.8 (c-g))

“An inventory shall be maintained of all POCT equipment incl. serial number and unique ID…date purchased and  service history”     22870 (5.3.2 (a))

“POCT results shall be permanently recorded in the patients medical record”  



“The identity of the person performing the test should be recorded”   22870 (5.8.3)

5.8 Reporting of results

5.3 Laboratory equipment

5.6 Assuring the quality of examination procedures





This slide highlights some of the key criteria that labs need to ensure they can meet and that stood out from the audit as areas that need addressing. 
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Summary

Thorough documentation of policies/ processes/management is required

A suitable QMS will enable recording/ controlling/monitoring of process most efficiently

Greatest challenge in organisations with mixed responsibilities/governance for POCT

Training and competency recording/ controlling/monitoring is biggest challenge

Made easier with connected devices, middleware controls, “ownership” of personnel records





To achieve ISO accreditation….
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Microsoft_Excel_Worksheet1.xlsx

S1.Q4





Glucometers	Blood Gas Analysers	Pregnancy testing	Urinalysis	Coagulation meters	HBa1C	Ketone meters 	19	17	15	14	15	17	17	





Sheet1


			TAG Audit on Point of Care Accreditation Status - COLLATED RESULTS


			Section 1: Your hospital & patient population





			2			Please indicate with a Tick, what type of hospital you work for





									Yes


						District General Hospital			13			6) group if 5x DGHs


						Teaching Hospital			6


						Teaching & DGH			3


						Tertiary referral hospital			3


						Tertiary & DGH





			3			Are your pathology or POCT services managed by a private company/partnership or by an NHS trust?


						Please tick all that apply			NHS			Private company/partnership


						Pathology only			14			4


						POCT only			13			2





			4			Which services / devices is your POCT team are responsible for?


						Please tick all that apply			Yes


						Glucometers			19


						Blood Gas Analysers			17


						Pregnancy testing			15


						Urinalysis			14


						Coagulation meters			15


						HBa1C			17


						Ketone meters 			17


						Other POCT devices (please specify)


						Thromboelstography (TEG)			2


						Hemocue			6


						Bilirubinometer			8


						FBC (Pochi)			3


						fFN			10


						AQT90 (Tn, d-dimer, BNP, bhCG, CRP)			3


						PROM (Premature Rupture of Membranes)			3			pH of amniotic fluid


						HIV			3


						RSV (Respiratory Syncytial Virus)			3


						Nephrocheck (AKI), TIMP-2 and IGFBP-7)			1


						Urine drugs of abuse			1


						Cardiac reader 			1


						Haemochron			3


						iSTAT			1





			Section 2: POCT Accreditation


						What is your current POCT accreditation status?


			1a						Please tick


						Accredited to CPA standards


						UKAS (ISO) accredited to ISO 22870:2006 or 2016


						No POCT accreditation (just lab accreditation to UKAS (CPA or ISO 15189)			19





			1b			If you do not have UKAS accreditation for POCT, are you working towards this, do you have an inspection scheduled?


						Please give details


						YES


						NO			2			11) not working towards it. Have no dedicated POCT staff so would not pass!									21) Working towards ISO 9001:2015 only (sets out the criteria for a quality management system)


						WORKING TOWARDS			15			13) Ensuring patient saftey and addressing high risk POCT issues first.


						APPLIED FOR


						CONSIDERING/preparing APPLYING			4			3) The main laboratory has recently gained ISO 15189 accrediation and we are considering applying for POC accrediation. The plan would be to start with a small scope and expand. Currently staffing for POC support is an issue and we need to expand the team before we could progress work towards accreditation








			2			Does your clinical biochemistry laboratory have UKAS accreditation?


									Please tick


						Accredited to CPA standards			11


						UKAS (ISO) accredited to ISO 15189			8


						No  accreditation 			1








			Section 3: POCT Organisation & Management


			1			Who has overall management of POCT in your trust?


			                           						Yes, (please give details)


						Clinical Biochemistry			6			Cons. CS: 2			POCT CoOrdinator: 1			Quality Manager: 1


						Other pathology discipline			1												17) POCT reporting to general Path Manager but working towards own mgt group


						Multi-disciplinary POCT management group			9												11) POCT Committee, no active involvment in managing devices, 16) Chaired by A&E Cons,


						Pathology Manager			5


						Other			DEDICATED POCT MANAGER/TEAM:4			Mixed responsibility:2			Clinical Director:1						20) SLA between Trust and Private Org. limits the POCT team's responsibility to governance of glucose/ketone meters ONLY.  POCT run by Biochemistry Operations Manager. ITU manage BGs, The Trust POCT Committee has a governance role but there is no  overall operational control of POCT in the Trust.


									6) Accountable to Path Clinical Governance committee, Board & Trust executive boards


									11)Clinical biochemistry look after glucose meters, pregnancy testing and EQA for BGs. BME look after BGs, no responsibilities for urinalysis, coag meters managed by theatres, iSTAT managed by radiology


									15)  Pathology contract is overseen by the Clinical Support Diviion, which is who also overseas the Trust POCT department


			2			Apart from your POCT team, do you have any help from any other department i.e. Biomedical Engineering


						YES			11			16)Private path company manage BGs during normal working hours


						NO			6


						BME			6


						Medical Devices Committee			2


						Medical Physics			1


						IT dept			2


						Training dept			1


						Device manufacturer			1


						Pharmacy			1			10) glucose meter supplies





			3			Does your trust have a POCT committee? If yes, which staff groups are involved?


						YES			18


						NO			1			16) in development


						CLINICAL STAFF (EG. NURSES/DOCS)			18			20)  All of the groups mentioned are invited to the meetings, receive the minutes and new device requests for approval.  However there is VERY poor attendance from all groups except Clinical Biochemistry and MEMS.


						PATHOLOGY/QM			14


						BME/Clinical Engineering/Medical Devices			15


						IT			10


						PROCUREMENT			7


						RISK MANAGEMENT			3


						PHARMACY			10


						MEDICAL PHYSICS			1


						Information Communication Technology officer			1


						Learning/Development/Educatation Team/practice educator			3


						Clinical Governance&Safety			5


						Infection Control			6


						Finance			3


						Each DGH trust in group has sub-committee			1


						Community reps			2


						OTHER			1





			4			a) Does your trust have a designated POCT Manager/Co-Ordinator? (i.e. a role which oversees overall management of POCT services for the trust)


									Please tick


						Yes			21


						No			2





						b) If yes, what grade of staff are they?


									Please tick


						MLA (Band 3)			2


						Associate Practitioner (Band 4)


						MTO (Band 4/5)


						BMS (Band 5/6)


						Senior BMS (Band 7)			14			1,2,5)Trust


						Clinical Scientist (Band 6/7)


						Chief BMS (Band 8a)			2


						Clinical Scientist (Band 8a)			10			1,2, 5) Network, 3) Quality manager support


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)			1			3)Cons.CS support


						Clinical Scientist (Band 9)			1			6) POCT Lead








			Section 3: Quality Management System


			1			Does your POCT service have a separate quality management system to your main lab QMS?





									Please tick


						Yes			4


						No			16





			1b			If no, do you use your lab QMS for POCT documents?


			1,2 & 5)			Use same templates, make documents POCT/device-specific			3


						YES			9


						iPassport used for both Path & POCT QMS			1


						NO			2			11) No POCT documents/policies, 15) in development








			2			a) Who maintains your POCT document control? 





						POCT MANAGER/COORDINATOR/TEAM			17


						QUALITY MANAGER/TEAM			3			Qpulse QM software: 2 (1x lab working towards this)


						oTHER			1			11) Pathology manager  indirectly as they maintain the pathology QMS








						b) What grade of staff are they?


									Please tick


						MLA (Band 3)			3


						Associate Practitioner (Band 4)			1


						MTO (Band 4/5)


						BMS (Band 5/6)			1


						Senior BMS (Band 7)			11


						Clinical Scientist (Band 6/7)			1


						Chief BMS (Band 8a)			9


						Clinical Scientist (Band 8a)			2


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)


						Other (please indicate AfC Band)			1			15) Band 2 data entry staff








			3			Please indicate which documents are included in your QMS


									Please tick all that apply


						POCT Quality Manual			5			9, 21) in development 18) Part of Pathology Quality Manual


						POCT Quality Policy			14			9, 21) in development			20) Trust POCT Code of Practice (COP) in place for ALL POCT devices.  However the content and resource requirement does not match the Private lab SLA for glu/ket meters only


						Documents describing the POCT 


						 management activities			11


						planning			8


						operation			13


						quality objectives			10			7) currently still based on CPA standards but work ongoing to update our POCT quality manual to UKAS standards


						quality standards			8


						control of processes			12


						NO POCT-specific Documents/Policies			4			11) Path QMS has below but no specifically for POCT (policy, mgt activities, operation, control processes)





			4			Where do you document the following information relating to your POCT services


									POCT Manual (7, 8:in process)			POCT Policy			POCT Device SOP			Other (please specify)			Not documented


						POCT Team structure & contact details			3			5			6			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1			2


						Description of roles & responsibilities of POCT team and service users			3			12			4			Intranet: 1; Job descriptions:1; Trust/Viapath SLA and Trust POCT COP: 1; Role & responsiblities document: 1			2


						Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			3			10			2			Pathology Quality Manual: 1; Intranet: 1			3


						Description of scope of POCT services available (incl. devices, locations)			3			8			1			Intranet: 4 ; User Guide: 1 ; Pathology website: 1			2


						Procurement procedure of devices, reagents, consumables			3			10			3			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1			2


						Evaluation procedure			2			5			5			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; mTrust POCT COP:1			5


						Governance procedures			3			12			2			Trust generic policy:2			2


						Training & competency procedures			1			9			10			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			2


						User certification/re-certification			1			9			7			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1			3


						Device maintenance procedure						4			17			Intranet: 2; Qpulse Asset register:1			2


						Device error reporting pathway						4			14			Departmental QMS and Trust policies:  1  ; Intranet: 1;Qpulse Asset register:1			3


						Quality management & document control			3			6			5			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			4


						IQC & EQA procedures			1			6			17			Intranet: 1 ; Qpulse: 2 ; POCT EQA Scheme SOP: 1; Pathology server: 1			1


						Monitoring arrangements & reporting			2			7			9			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1			3			13) Set KPI's reported to POCT committee and quartely meetings with Managed service provider for POCT


						Examination procedures (incl. pre- and post-) & Reporting results			1			2			17						1


						Quality Improvement			1									Departmental QMS and Trust policies: 4 ; Pathology Quality Evaluation/ Improvement SOP: 2; Meeting minutes:1; POCT CoOrdinator keeps record: 1			5


						Clinical Incident reporting & recording follow-up						6			6			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8


						Other





			5			a) Do you have the following POCT documents?  b) And who controls them?


			a) No						a) yes			POCT TEAM/Manager			Departmental QMS			POCT IT System			On Device			LIMS			BME			WARD MANAGER			TRUST TRAINING DATABASE


			1			Device SOPs			18			18			1												1


			*1			Device user guide 			17			17			1												1


			*1			Device troubleshooting guides			16			16			1												1


			1			Device maintenance log			16			16			1												1


			1			Reagent control log			16			14			2			1									1


			1			Worksheet/sample record log			10			9			1						2			1						2


			1			Training register (list of who is trained)			18			18			1												1


			1			Staff Competency log (for individual staff)			18			14			1												1			3			1


						Other			Temp log: 1																											4) GOLD


			* 11) Supplier docs for glucose meters only, not doc controlled


			6			Do you record user satisfaction/feedback/complaints/user interaction?						recorded																								frequency																		review


									yes			POCT committee meeting mins			Qpulse (CA/PA) incl NCs			Datix / Trust Incident reporting system			Contract review meetings			User feedback form/survey			Pathology audit			BME/Path register/logbook/maintenance log			Emails kept			Weekly			Monthly			Quarterly			Annually			Ad hoc			Continual


						User satisfaction			10			1												2									1									2			2									3


						User feedback			16			4						1						4						1			2			1			1			3			2			4						10


						Problem resolution (corrective action)			16						1			3												5									1			1						3			1			5


						User complaints			18			2			6			6												2			1						2			1						3			1			7


						Complaint resolution			14			1			1			4												2			1						2			1						1			1			4


						External supplier issues			15			1			1			4			1									3												2			1			3			1			6


						Non-comformities (to policy or standards)			17						5			4									1			1									2			1						3			1			6


						Preventative action			13						4			1									1			2						1			2						1			1						6











			7			How do you record your POCT quality and technical records e.g. IQC, patient sample data, reagent logs? 


									Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Patient result log next to POCT device (e.g. handwritten, stickers)			2						10			4


						On POCT device (Internal storage)			11			15			4			6


						Device logs backed up onto separate server			8			11						1


						Remote POCT management system			14			13			2			3


						Integrated into LIMS			4			4						1


						Paper / electronic copy kept in POCT office			1			1			3			1


						Other			1 (11:manually transcribed into EPR)			2 (4: integrated into ICU IT system, 11: Print out scanned into electronic patient record)			2 (7:transcribed into EPR)			4  (7 & 11:transcribed into EPR, 8: in patient notes)





						(Question 7 continued)			Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Patient result log next to POCT device (e.g. handwritten, stickers)			5			7			5			5			7) apart from the networked devices (i.e. glucose, ketones & blood gas analysers) which transmit results automatically to LIMS/HIS, we trasncribe all other results onto HIS/EPR. The only exception is FBC results which are printed off the analyser and scanned directly into EPR


						On POCT device (Internal storage)			7			10			5			1


						Device logs backed up onto separate server			4			1			5


						Remote POCT management system			4			2			8			1			11) iSTAT maintained by radiology


						Integrated into LIMS			2			1			1


						Paper / electronic copy kept in POCT office			1			1			1


						Other


						patient notes			2			2			1			2


						EPR			1  (7:transcribed into EPR)








			8			Who performs the following quality management tasks?


									POCT MANAGER/ COORDINATOR/ TEAM			PROCUREMENT			ICT			OPERATORS			CLINICAL SCIENTISTS/LAB STAFF			CLINICAL LEADS/WARD MANAGER			POCT COMMITTEE			OTHER


						Procures POCT devices, reagents (including IQC/EQA material), IT systems			16			5			3						1			2			2 (7: overall responsibility)			3) Pathology POC team either directly procures or supports procurement undertaken by clinical areas through POC committee, 11) Biochem initially procured glucose meters, but no longer can. 16) BME


						Evaluate/select POCT devices, reagents (including IQC/EQA material), systems			17									1 (7:assist in evaluation)			6			3			1


						Establish documented quality policy and protocols			15												1			1			1			Quality team/manager: 45; POCT Clinical Lead: 1


						Establish allocated duties and responsibilites for staff performing POCT			14												2			6			3 (7:prior to implementation of device)


						Perform IQC specimen testing on POCT device			3									20			1									4) Automatically done on BG analysers


						Perform EQA specimen testing on POCT device			7(1x Blood gas only)									18			2 : 11) only for lab urinalysis & pregnancy testing									11) None done for glucose meters, 


						Review/ respond to IQC performance			18									2			1									17) Auto lock-out on glucose, ketones & BGs


						Review/ respond to EQA performance			19									2 (4: except BG)			3			2			1			6) Quality team


						Review device performance (cost-benefit analysis)			13			1						1 (7: With POCT team)			1			3			1			6)Finance; Managed service contract review


						Review clinical effectiveness of POCT services			13									1 (7: With POCT team)			2			5			1			POCT Clinical Lead: 1


						Review expenditure on POCT services (incl. consumables, service contracts etc)			16			4									2			1						Diabetes team (gHb); Pharmacy (ketones, coag, glucometers)


																														clinical business manager:1


																														15)Finance


			Section 4: POCT Service Operation


			1			Who is responsible for training clinical staff in the use of POCT devices?


									trains POCT coord			link trainers			End users


						Manufacturer			6			3			7


						POCT Coordinator/Manager/team									11


						Link trainers/cascade training									15


						BME									1


						Other									11) No one responsible for training for blood gas analysis. Biochemistry occasionally get asked to train people for pregnancy testing.


															16) Biochemistry staff


			2			Does the training include the following?			Please tick all that apply


						Sample collection type/procedure/storage			19


						Sample identification/ recording/reporting procedure			19


						Clinical utility of the test and its limitations			19


						Understanding of the analytical procedure			18


						Reagent storage requirements			19


						Quality Control and Quality Assurance procedures			19


						Technical limitations of the device			19


						Appropriate response to results that fall outside of predefined limits			19


						Infection control procedures			19


						Correct documentation and maintenance of the results			18


						Troubleshooting procedure or action to take in case of device failure			19


						Maintenance of the device			19


						Opportunity for feedback on the training			12





			3			How are staff competencies assessed/recorded?





						During training session			15


						Ongoing competency assessment			3


						Middleware checks			3			17) for connected devices only


						POCT Database record			6			3) glucose & blood gases


						T&C Log record/Checklist			5


						Monthly training for POC staff by manufacturer			1


						Written & practical assessment			2


						Electronicaly setup methods			2


						Ward staff asked to assess comptency of staff			1			15) not always successful. Not possible to force competency review


						e-learning register			2


			4			 How do you ensure staff maintain competencies on the devices they have been trained on?





						Initial training only			3			3) all POCT excl. glucometers, 11) No ongoing assessment


						Ongoing competency assessment			1


						Link trainers			1


						Middleware checks			4			2 & 5) The middleware system can check the activity of the users and the number of successful tests they performed. Staff are deemed competent if they have carried out x20  patient tests and X10 QC results. ; 4)  criteria is set, which if its not achieved the user is kicked off the system and therefore unable to use the device until an update training is given.


						Annual training			1			3) glucose only, 


						Competency renewal every 1/2 yrs			3			17) connected devices, barcodes re-activated if user performed 5x pt test in the last 3 months


						Refresher training/schedule			1


						Networked devices give password expiry date			6


						POCT team regularly reviews training database & contacts staff/managers			2			7) not as efficient as networked devices


						e-learning/observation/questionnaire			4			12) lock-out once the e-learning licences expire.


						Ward manager appraisal			1





			5			Who is responsible for maintaining records of training/attestation/re-training?





						POCT Coordinator/Manager/Team			17


						Ward manager			5


						POCT Committee			1			7) Ultimate responsibility, POCT team reports to committee 


						Biochemistry Dept			1			11) partial record keeping, not robust, possibly local documentation


						BME			1


						Operators themselves			2





			6			What level of support does the main POCT management team provide?


												Please give details


												Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Setting up Service Level Agreements						14			12			11			10


						Providing advice to clinical departments on procurring POCT devices						19			17			15			15


						Providing advice to clinical departments on use of POCT devices						19			19			16			15


						Provide training to clinical users: 


						a) POCT team-led training (e.g. face-to-face)						19			16			15			13


						b) e-Learning						10			5			1			1


						c) Device Manufacturer-led training 						19			15			13			11


						Provide guidance on IQC						19			16			13			13


						Provide guidance on EQA						19			16			14			13


						Perform audit on POCT performance/use						17			13			12			10


						Manage LIMS connectivity						13			9			5			5





						(Question 6. continued)


												Please give details


												Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Setting up Service Level Agreements						11			11			12			4


						Providing advice to clinical departments on procurring POCT devices						12			16			16			5


						Providing advice to clinical departments on use of POCT devices						12			16			16			5


						Provide training to clinical users:


						a) POCT team-led training (e.g. face-to-face)						12			12			15			2


						b) e-Learning						1			1			3


						c) Device Manufacturer-led training 						12			13			15			5


						Provide guidance on IQC						13			16			16			5


						Provide guidance on EQA						13			16			16			4


						Perform audit on POCT performance/use						10			12			13			4


						Manage LIMS connectivity						5			6			7			1





						Many thanks for completing this questionnaire. 


						The findings of this audit will be presented on 28th April 2017. Further details to follow.





						Please return completed questionnaires either by e-mail to nikola.costa@gosh.nhs.uk or to the postal address FAO: Nikola Costa,  Level 5 Camelia Botnar Laboratories, Great Ormond Street Hospital, Great Ormond Street, London, WC1N 3JH





						Submission deadline: 31/03/2017





						Question 7: Please list the number of staff in your POCT Team, their position/role and their grade. 
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			No of responses						21


			Hospitals


			1			Croydon University Hospital


			2			Kingston Hospital NHS Foundatoin Trust


			3			North Thames (Whittington)


			4			GOSH


			5			St Georges Hospital


			6			Berkshire & Surrey


			7			Charing Cross


			8			West Hertfordshire


			9			Barnet/Chase Farm


			10			Epsom/St. Helier


			11			Royal Marsden


			12			Barking, Havering & Redbridge University Hospitals NHS Trust 


			13			Darent Valley, Dartford


			14			Dartford


			15			East & North Hertfordshire


			16			Mid Essex


			17			Northwick Park Hospital


			18			Peterborough & Stamford


			19			Southend University Hospital


			20			ViaPath_St Thomas'


			21			William Harvey Hospital, Ashford
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			TAG Audit on Point of Care Accreditation Status - COLLATED RESULTS


			Section 1: Your hospital & patient population





			2			Please indicate with a Tick, what type of hospital you work for





									Yes


						District General Hospital			13			6) group if 5x DGHs


						Teaching Hospital			6


						Teaching & DGH			3


						Tertiary referral hospital			3


						Tertiary & DGH





			3			Are your pathology or POCT services managed by a private company/partnership or by an NHS trust?


						Please tick all that apply			NHS			Private company/partnership


						Pathology only			14			4


						POCT only			13			2





			4			Which services / devices is your POCT team are responsible for?


						Please tick all that apply			Yes


						Glucometers			19


						Blood Gas Analysers			17


						Pregnancy testing			15


						Urinalysis			14


						Coagulation meters			15


						HBa1C			17


						Ketone meters 			17


						Other POCT devices (please specify)


						Thromboelstography (TEG)			2


						Hemocue			6


						Bilirubinometer			8


						FBC (Pochi)			3


						fFN			10


						AQT90 (Tn, d-dimer, BNP, bhCG, CRP)			3


						PROM (Premature Rupture of Membranes)			3			pH of amniotic fluid


						HIV			3


						RSV (Respiratory Syncytial Virus)			3


						Nephrocheck (AKI), TIMP-2 and IGFBP-7)			1


						Urine drugs of abuse			1


						Cardiac reader 			1


						Haemochron			3


						iSTAT			1





			Section 2: POCT Accreditation


						What is your current POCT accreditation status?


			1a						Please tick


						Accredited to CPA standards


						UKAS (ISO) accredited to ISO 22870:2006 or 2016


						No POCT accreditation (just lab accreditation to UKAS (CPA or ISO 15189)			19





			1b			If you do not have UKAS accreditation for POCT, are you working towards this, do you have an inspection scheduled?


						Please give details


						YES


						NO			2			11) not working towards it. Have no dedicated POCT staff so would not pass!									21) Working towards ISO 9001:2015 only (sets out the criteria for a quality management system)


						WORKING TOWARDS			15			13) Ensuring patient saftey and addressing high risk POCT issues first.


						APPLIED FOR


						CONSIDERING APPLYING			4			3) The main laboratory has recently gained ISO 15189 accrediation and we are considering applying for POC accrediation. The plan would be to start with a small scope and expand. Currently staffing for POC support is an issue and we need to expand the team before we could progress work towards accreditation








			2			Does your clinical biochemistry laboratory have UKAS accreditation?


									Please tick


						Accredited to CPA standards			11


						UKAS (ISO) accredited to ISO 15189			8


						No  accreditation 			1








			Section 3: POCT Organisation & Management


			1			Who has overall management of POCT in your trust?


			                           						Yes, (please give details)


						Clinical Biochemistry			6			Cons. CS: 2			POCT CoOrdinator: 1			Quality Manager: 1


						Other pathology discipline			1												17) POCT reporting to general Path Manager but working towards own mgt group


						Multi-disciplinary POCT management group			9												11) POCT Committee, no active involvment in managing devices, 16) Chaired by A&E Cons,


						Pathology Manager			5


						Other			DEDICATED POCT MANAGER/TEAM:4			Mixed responsibility:2			Clinical Director:1						20) SLA between Trust and Private Org. limits the POCT team's responsibility to governance of glucose/ketone meters ONLY.  POCT run by Biochemistry Operations Manager. ITU manage BGs, The Trust POCT Committee has a governance role but there is no  overall operational control of POCT in the Trust.


									6) Accountable to Path Clinical Governance committee, Board & Trust executive boards


									11)Clinical biochemistry look after glucose meters, pregnancy testing and EQA for BGs. BME look after BGs, no responsibilities for urinalysis, coag meters managed by theatres, iSTAT managed by radiology


									15)  Pathology contract is overseen by the Clinical Support Diviion, which is who also overseas the Trust POCT department


			2			Apart from your POCT team, do you have any help from any other department i.e. Biomedical Engineering


						YES			11			16)Private path company manage BGs during normal working hours


						NO			6


						BME			6


						Medical Devices Committee			2


						Medical Physics			1


						IT dept			2


						Training dept			1


						Device manufacturer			1


						Pharmacy			1			10) glucose meter supplies





			3			Does your trust have a POCT committee? If yes, which staff groups are involved?


						YES			18


						NO			1			16) in development


						CLINICAL STAFF (EG. NURSES/DOCS)			18			20)  All of the groups mentioned are invited to the meetings, receive the minutes and new device requests for approval.  However there is VERY poor attendance from all groups except Clinical Biochemistry and MEMS.


						PATHOLOGY/QM			14


						BME/Clinical Engineering/Medical Devices			15


						IT			10


						PROCUREMENT			7


						RISK MANAGEMENT			3


						PHARMACY			10


						MEDICAL PHYSICS			1


						Information Communication Technology officer			1


						Learning/Development/Educatation Team/practice educator			3


						Clinical Governance&Safety			5


						Infection Control			6


						Finance			3


						Each DGH trust in group has sub-committee			1


						Community reps			2


						OTHER			1





			4			a) Does your trust have a designated POCT Manager/Co-Ordinator? (i.e. a role which oversees overall management of POCT services for the trust)


									Please tick


						Yes			21


						No			2





						b) If yes, what grade of staff are they?


									Please tick


						MLA (Band 3)			2


						Associate Practitioner (Band 4)


						MTO (Band 4/5)


						BMS (Band 5/6)


						Senior BMS (Band 7)			14			1,2,5)Trust


						Clinical Scientist (Band 6/7)


						Chief BMS (Band 8a)			2


						Clinical Scientist (Band 8a)			10			1,2, 5) Network, 3) Quality manager support


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)			1			3)Cons.CS support


						Clinical Scientist (Band 9)			1			6) POCT Lead








			Section 3: Quality Management System


			1			Does your POCT service have a separate quality management system to your main lab QMS?





									Please tick


						Yes			4


						No			16





			1b			If no, do you use your lab QMS for POCT documents?


			1,2 & 5)			Use same templates, make documents POCT/device-specific			3


						YES			9


						iPassport used for both Path & POCT QMS			1


						NO			2			11) No POCT documents/policies, 15) in development








			2			a) Who maintains your POCT document control? 





						POCT MANAGER/COORDINATOR/TEAM			17


						QUALITY MANAGER/TEAM			3			Qpulse QM software: 2 (1x lab working towards this)


						oTHER			1			11) Pathology manager  indirectly as they maintain the pathology QMS








						b) What grade of staff are they?


									Please tick


						MLA (Band 3)			3


						Associate Practitioner (Band 4)			1


						MTO (Band 4/5)


						BMS (Band 5/6)			1


						Senior BMS (Band 7)			11


						Clinical Scientist (Band 6/7)			1


						Chief BMS (Band 8a)			9


						Clinical Scientist (Band 8a)			2


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)


						Other (please indicate AfC Band)			1			15) Band 2 data entry staff








			3			Please indicate which documents are included in your QMS


									Please tick all that apply


						POCT Quality Manual			5			9, 21) in development 18) Part of Pathology Quality Manual


						POCT Quality Policy			14			9, 21) in development			20) Trust POCT Code of Practice (COP) in place for ALL POCT devices.  However the content and resource requirement does not match the Private lab SLA for glu/ket meters only


						Documents describing the POCT 


						 management activities			11


						planning			8


						operation			13


						quality objectives			10			7) currently still based on CPA standards but work ongoing to update our POCT quality manual to UKAS standards


						quality standards			8


						control of processes			12


						NO POCT-specific Documents/Policies			4			11) Path QMS has below but no specifically for POCT (policy, mgt activities, operation, control processes)





			4			Where do you document the following information relating to your POCT services


									POCT Manual (7, 8:in process)			POCT Policy			POCT Device SOP			Other (please specify)			Not documented


						POCT Team structure & contact details			3			5			6			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1			2


						Description of roles & responsibilities of POCT team and service users			3			12			4			Intranet: 1; Job descriptions:1; Trust/Viapath SLA and Trust POCT COP: 1; Role & responsiblities document: 1			2


						Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			3			10			2			Pathology Quality Manual: 1; Intranet: 1			3


						Description of scope of POCT services available (incl. devices, locations)			3			8			1			Intranet: 4 ; User Guide: 1 ; Pathology website: 1			2


						Procurement procedure of devices, reagents, consumables			3			10			3			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1			2


						Evaluation procedure			2			5			5			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; mTrust POCT COP:1			5


						Governance procedures			3			12			2			Trust generic policy:2			2


						Training & competency procedures			1			9			10			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			2


						User certification/re-certification			1			9			7			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1			3


						Device maintenance procedure						4			17			Intranet: 2; Qpulse Asset register:1			2


						Device error reporting pathway						4			14			Departmental QMS and Trust policies:  1  ; Intranet: 1;Qpulse Asset register:1			3


						Quality management & document control			3			6			5			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			4


						IQC & EQA procedures			1			6			17			Intranet: 1 ; Qpulse: 2 ; POCT EQA Scheme SOP: 1; Pathology server: 1			1


						Monitoring arrangements & reporting			2			7			9			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1			3			13) Set KPI's reported to POCT committee and quartely meetings with Managed service provider for POCT


						Examination procedures (incl. pre- and post-) & Reporting results			1			2			17						1


						Quality Improvement			1									Departmental QMS and Trust policies: 4 ; Pathology Quality Evaluation/ Improvement SOP: 2; Meeting minutes:1; POCT CoOrdinator keeps record: 1			5


						Clinical Incident reporting & recording follow-up						6			6			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8


						Other





			5			a) Do you have the following POCT documents?  b) And who controls them?


			a) No						a) yes			POCT TEAM/Manager			Departmental QMS			POCT IT System			On Device			LIMS			BME			WARD MANAGER			TRUST TRAINING DATABASE


			1			Device SOPs			18			18			1												1


			*1			Device user guide 			17			17			1												1


			*1			Device troubleshooting guides			16			16			1												1


			1			Device maintenance log			16			16			1												1


			1			Reagent control log			16			14			2			1									1


			1			Worksheet/sample record log			10			9			1						2			1						2


			1			Training register (list of who is trained)			18			18			1												1


			1			Staff Competency log (for individual staff)			18			14			1												1			3			1


						Other			Temp log: 1																											4) GOLD


			* 11) Supplier docs for glucose meters only, not doc controlled


			6			Do you record user satisfaction/feedback/complaints/user interaction?						recorded																								frequency																		review


									yes			POCT committee meeting mins			Qpulse (CA/PA) incl NCs			Datix / Trust Incident reporting system			Contract review meetings			User feedback form/survey			Pathology audit			BME/Path register/logbook/maintenance log			Emails kept			Weekly			Monthly			Quarterly			Annually			Ad hoc			Continual


						User satisfaction			10			1												2									1									2			2									3


						User feedback			16			4						1						4						1			2			1			1			3			2			4						10


						Problem resolution (corrective action)			16						1			3												5									1			1						3			1			5


						User complaints			18			2			6			6												2			1						2			1						3			1			7


						Complaint resolution			14			1			1			4												2			1						2			1						1			1			4


						External supplier issues			15			1			1			4			1									3												2			1			3			1			6


						Non-comformities (to policy or standards)			17						5			4									1			1									2			1						3			1			6


						Preventative action			13						4			1									1			2						1			2						1			1						6











			7			How do you record your POCT quality and technical records e.g. IQC, patient sample data, reagent logs? 


									Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Patient result log next to POCT device (e.g. handwritten, stickers)			2						10			4


						On POCT device (Internal storage)			11			15			4			6


						Device logs backed up onto separate server			8			11						1


						Remote POCT management system			14			13			2			3


						Integrated into LIMS			4			4						1


						Paper / electronic copy kept in POCT office			1			1			3			1


						Other			1 (11:manually transcribed into EPR)			2 (4: integrated into ICU IT system, 11: Print out scanned into electronic patient record)			2 (7:transcribed into EPR)			4  (7 & 11:transcribed into EPR, 8: in patient notes)





						(Question 7 continued)			Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Patient result log next to POCT device (e.g. handwritten, stickers)			5			7			5			5			7) apart from the networked devices (i.e. glucose, ketones & blood gas analysers) which transmit results automatically to LIMS/HIS, we trasncribe all other results onto HIS/EPR. The only exception is FBC results which are printed off the analyser and scanned directly into EPR


						On POCT device (Internal storage)			7			10			5			1


						Device logs backed up onto separate server			4			1			5


						Remote POCT management system			4			2			8			1			11) iSTAT maintained by radiology


						Integrated into LIMS			2			1			1


						Paper / electronic copy kept in POCT office			1			1			1


						Other


						patient notes			2			2			1			2


						EPR			1  (7:transcribed into EPR)








			8			Who performs the following quality management tasks?


									POCT MANAGER/ COORDINATOR/ TEAM			PROCUREMENT			ICT			OPERATORS			CLINICAL SCIENTISTS/LAB STAFF			CLINICAL LEADS/WARD MANAGER			POCT COMMITTEE			OTHER


						Procures POCT devices, reagents (including IQC/EQA material), IT systems			16			5			3						1			2			2 (7: overall responsibility)			3) Pathology POC team either directly procures or supports procurement undertaken by clinical areas through POC committee, 11) Biochem initially procured glucose meters, but no longer can. 16) BME


						Evaluate/select POCT devices, reagents (including IQC/EQA material), systems			17									1 (7:assist in evaluation)			6			3			1


						Establish documented quality policy and protocols			15												1			1			1			Quality team/manager: 45; POCT Clinical Lead: 1


						Establish allocated duties and responsibilites for staff performing POCT			14												2			6			3 (7:prior to implementation of device)


						Perform IQC specimen testing on POCT device			3									20			1									4) Automatically done on BG analysers


						Perform EQA specimen testing on POCT device			7(1x Blood gas only)									18			2 : 11) only for lab urinalysis & pregnancy testing									11) None done for glucose meters, 


						Review/ respond to IQC performance			18									2			1									17) Auto lock-out on glucose, ketones & BGs


						Review/ respond to EQA performance			19									2 (4: except BG)			3			2			1			6) Quality team


						Review device performance (cost-benefit analysis)			13			1						1 (7: With POCT team)			1			3			1			6)Finance; Managed service contract review


						Review clinical effectiveness of POCT services			13									1 (7: With POCT team)			2			5			1			POCT Clinical Lead: 1


						Review expenditure on POCT services (incl. consumables, service contracts etc)			16			4									2			1						Diabetes team (gHb); Pharmacy (ketones, coag, glucometers)


																														clinical business manager:1


																														15)Finance


			Section 4: POCT Service Operation


			1			Who is responsible for training clinical staff in the use of POCT devices?


									trains POCT coord			link trainers			End users


						Manufacturer			6			3			7


						POCT Coordinator/Manager/team									11


						Link trainers/cascade training									15


						BME									1


						Other									11) No one responsible for training for blood gas analysis. Biochemistry occasionally get asked to train people for pregnancy testing.


															16) Biochemistry staff


			2			Does the training include the following?			Please tick all that apply


						Sample collection type/procedure/storage			19


						Sample identification/ recording/reporting procedure			19


						Clinical utility of the test and its limitations			19


						Understanding of the analytical procedure			18


						Reagent storage requirements			19


						Quality Control and Quality Assurance procedures			19


						Technical limitations of the device			19


						Appropriate response to results that fall outside of predefined limits			19


						Infection control procedures			19


						Correct documentation and maintenance of the results			18


						Troubleshooting procedure or action to take in case of device failure			19


						Maintenance of the device			19


						Opportunity for feedback on the training			12





			3			How are staff competencies assessed/recorded?





						During training session			15


						Ongoing competency assessment			3


						Middleware checks			3			17) for connected devices only


						POCT Database record			6			3) glucose & blood gases


						T&C Log record/Checklist			5


						Monthly training for POC staff by manufacturer			1


						Written & practical assessment			2


						Electronicaly setup methods			2


						Ward staff asked to assess comptency of staff			1			15) not always successful. Not possible to force competency review


						e-learning register			2


			4			 How do you ensure staff maintain competencies on the devices they have been trained on?





						Initial training only			3			3) all POCT excl. glucometers, 11) No ongoing assessment


						Ongoing competency assessment			1


						Link trainers			1


						Middleware checks			4			2 & 5) The middleware system can check the activity of the users and the number of successful tests they performed. Staff are deemed competent if they have carried out x20  patient tests and X10 QC results. ; 4)  criteria is set, which if its not achieved the user is kicked off the system and therefore unable to use the device until an update training is given.


						Annual training			1			3) glucose only, 


						Competency renewal every 1/2 yrs			3			17) connected devices, barcodes re-activated if user performed 5x pt test in the last 3 months


						Refresher training/schedule			1


						Networked devices give password expiry date			6


						POCT team regularly reviews training database & contacts staff/managers			2			7) not as efficient as networked devices


						e-learning/observation/questionnaire			4			12) lock-out once the e-learning licences expire.


						Ward manager appraisal			1





			5			Who is responsible for maintaining records of training/attestation/re-training?





						POCT Coordinator/Manager/Team			17


						Ward manager			5


						POCT Committee			1			7) Ultimate responsibility, POCT team reports to committee 


						Biochemistry Dept			1			11) partial record keeping, not robust, possibly local documentation


						BME			1


						Operators themselves			2





			6			What level of support does the main POCT management team provide?


												Please give details


												Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Setting up Service Level Agreements						14			12			11			10


						Providing advice to clinical departments on procurring POCT devices						19			17			15			15


						Providing advice to clinical departments on use of POCT devices						19			19			16			15


						Provide training to clinical users: 


						a) POCT team-led training (e.g. face-to-face)						19			16			15			13


						b) e-Learning						10			5			1			1


						c) Device Manufacturer-led training 						19			15			13			11


						Provide guidance on IQC						19			16			13			13


						Provide guidance on EQA						19			16			14			13


						Perform audit on POCT performance/use						17			13			12			10


						Manage LIMS connectivity						13			9			5			5





						(Question 6. continued)


												Please give details


												Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Setting up Service Level Agreements						11			11			12			4


						Providing advice to clinical departments on procurring POCT devices						12			16			16			5


						Providing advice to clinical departments on use of POCT devices						12			16			16			5


						Provide training to clinical users:


						a) POCT team-led training (e.g. face-to-face)						12			12			15			2


						b) e-Learning						1			1			3


						c) Device Manufacturer-led training 						12			13			15			5


						Provide guidance on IQC						13			16			16			5


						Provide guidance on EQA						13			16			16			4


						Perform audit on POCT performance/use						10			12			13			4


						Manage LIMS connectivity						5			6			7			1





						Many thanks for completing this questionnaire. 


						The findings of this audit will be presented on 28th April 2017. Further details to follow.





						Please return completed questionnaires either by e-mail to nikola.costa@gosh.nhs.uk or to the postal address FAO: Nikola Costa,  Level 5 Camelia Botnar Laboratories, Great Ormond Street Hospital, Great Ormond Street, London, WC1N 3JH





						Submission deadline: 31/03/2017





						Question 7: Please list the number of staff in your POCT Team, their position/role and their grade. 








NO	WORKING TOWARDS	APPLIED FOR	CONSIDERING APPLYING	2	15	4	
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			TAG Audit on Point of Care Accreditation Status - COLLATED RESULTS


			Section 1: Your hospital & patient population





			2			Please indicate with a Tick, what type of hospital you work for





									Yes


						District General Hospital			13			6) group if 5x DGHs


						Teaching Hospital			6


						Teaching & DGH			3


						Tertiary referral hospital			3


						Tertiary & DGH





			3			Are your pathology or POCT services managed by a private company/partnership or by an NHS trust?


						Please tick all that apply			NHS			Private company/partnership


						Pathology only			14			4


						POCT only			13			2





			4			Which services / devices is your POCT team are responsible for?


						Please tick all that apply			Yes


						Glucometers			19


						Blood Gas Analysers			17


						Pregnancy testing			15


						Urinalysis			14


						Coagulation meters			15


						HBa1C			17


						Ketone meters 			17


						Other POCT devices (please specify)


						Thromboelstography (TEG)			2


						Hemocue			6


						Bilirubinometer			8


						FBC (Pochi)			3


						fFN			10


						AQT90 (Tn, d-dimer, BNP, bhCG, CRP)			3


						PROM (Premature Rupture of Membranes)			3			pH of amniotic fluid


						HIV			3


						RSV (Respiratory Syncytial Virus)			3


						Nephrocheck (AKI), TIMP-2 and IGFBP-7)			1


						Urine drugs of abuse			1


						Cardiac reader 			1


						Haemochron			3


						iSTAT			1





			Section 2: POCT Accreditation


						What is your current POCT accreditation status?


			1a						Please tick


						Accredited to CPA standards


						UKAS (ISO) accredited to ISO 22870:2006 or 2016


						No POCT accreditation (just lab accreditation to UKAS (CPA or ISO 15189)			19





			1b			If you do not have UKAS accreditation for POCT, are you working towards this, do you have an inspection scheduled?


						Please give details


						YES


						NO			2			11) not working towards it. Have no dedicated POCT staff so would not pass!									21) Working towards ISO 9001:2015 only (sets out the criteria for a quality management system)


						WORKING TOWARDS			15			13) Ensuring patient saftey and addressing high risk POCT issues first.


						APPLIED FOR


						CONSIDERING APPLYING			4			3) The main laboratory has recently gained ISO 15189 accrediation and we are considering applying for POC accrediation. 


												The plan would be to start with a small scope and expand. Currently staffing for POC support is an issue and we need to expand the team before we could progress work towards accreditation





			2			Does your clinical biochemistry laboratory have UKAS accreditation?


									Please tick


						Accredited to CPA standards			11


						UKAS (ISO) accredited to ISO 15189			8


						No  accreditation 			1








			Section 3: POCT Organisation & Management


			1			Who has overall management of POCT in your trust?


			                           						Yes, (please give details)


						Clinical Biochemistry			6			Cons. CS: 2			POCT CoOrdinator: 1			Quality Manager: 1


						Other pathology discipline			1												17) POCT reporting to general Path Manager but working towards own mgt group


						Multi-disciplinary POCT management group			9												11) POCT Committee, no active involvment in managing devices, 16) Chaired by A&E Cons,


						Pathology Manager			5


						Other			DEDICATED POCT MANAGER/TEAM:4			Mixed responsibility:2			Clinical Director:1						20) SLA between Trust and Private Org. limits the POCT team's responsibility to governance of glucose/ketone meters ONLY.  POCT run by Biochemistry Operations Manager. ITU manage BGs, The Trust POCT Committee has a governance role but there is no  overall operational control of POCT in the Trust.


									6) Accountable to Path Clinical Governance committee, Board & Trust executive boards


									11)Clinical biochemistry look after glucose meters, pregnancy testing and EQA for BGs. BME look after BGs, no responsibilities for urinalysis, coag meters managed by theatres, iSTAT managed by radiology


									15)  Pathology contract is overseen by the Clinical Support Diviion, which is who also overseas the Trust POCT department


			2			Apart from your POCT team, do you have any help from any other department i.e. Biomedical Engineering


						YES			11			16)Private path company manage BGs during normal working hours


						NO			6


						BME			6


						Medical Devices Committee			2


						Medical Physics			1


						IT dept			2


						Training dept			1


						Device manufacturer			1


						Pharmacy			1			10) glucose meter supplies





			3			Does your trust have a POCT committee? If yes, which staff groups are involved?


						YES			18


						NO			1			16) in development


						CLINICAL STAFF (EG. NURSES/DOCS)			18			20)  All of the groups mentioned are invited to the meetings, receive the minutes and new device requests for approval.  However there is VERY poor attendance from all groups except Clinical Biochemistry and MEMS.


						PATHOLOGY/QM			14


						BME/Clinical Engineering/Medical Devices			15


						IT			10


						PROCUREMENT			7


						RISK MANAGEMENT			3


						PHARMACY			10


						MEDICAL PHYSICS			1


						Information Communication Technology officer			1


						Learning/Development/Educatation Team/practice educator			3


						Clinical Governance&Safety			5


						Infection Control			6


						Finance			3


						Each DGH trust in group has sub-committee			1


						Community reps			2


						OTHER			1





			4			a) Does your trust have a designated POCT Manager/Co-Ordinator? (i.e. a role which oversees overall management of POCT services for the trust)


									Please tick


						Yes			21


						No			2





						b) If yes, what grade of staff are they?


									Please tick


						MLA (Band 3)			2


						Associate Practitioner (Band 4)


						MTO (Band 4/5)


						BMS (Band 5/6)


						Senior BMS (Band 7)			14			1,2,5)Trust


						Clinical Scientist (Band 6/7)


						Chief BMS (Band 8a)			2


						Clinical Scientist (Band 8a)			10			1,2, 5) Network, 3) Quality manager support


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)			1			3)Cons.CS support


						Clinical Scientist (Band 9)			1			6) POCT Lead








			Section 3: Quality Management System


			1			Does your POCT service have a separate quality management system to your main lab QMS?





									Please tick


						Yes			4


						No			16





			1b			If no, do you use your lab QMS for POCT documents?


			1,2 & 5)			Use same templates, make documents POCT/device-specific			3


						YES			9


						iPassport used for both Path & POCT QMS			1


						NO			2			11) No POCT documents/policies, 15) in development








			2			a) Who maintains your POCT document control? 





						POCT MANAGER/COORDINATOR/TEAM			17


						QUALITY MANAGER/TEAM			3			Qpulse QM software: 2 (1x lab working towards this)


						oTHER			1			11) Pathology manager  indirectly as they maintain the pathology QMS








						b) What grade of staff are they?


									Please tick


						MLA (Band 3)			3


						Associate Practitioner (Band 4)			1


						MTO (Band 4/5)


						BMS (Band 5/6)			1


						Senior BMS (Band 7)			11


						Clinical Scientist (Band 6/7)			1


						Chief BMS (Band 8a)			9


						Clinical Scientist (Band 8a)			2


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)


						Other (please indicate AfC Band)			1			15) Band 2 data entry staff








			3			Please indicate which documents are included in your QMS


									Please tick all that apply


						POCT Quality Manual			5			9, 21) in development 18) Part of Pathology Quality Manual


						POCT Quality Policy			14			9, 21) in development			20) Trust POCT Code of Practice (COP) in place for ALL POCT devices.  However the content and resource requirement does not match the Private lab SLA for glu/ket meters only


						Documents describing the POCT 


						 management activities			11


						planning			8


						operation			13


						quality objectives			10			7) currently still based on CPA standards but work ongoing to update our POCT quality manual to UKAS standards


						quality standards			8


						control of processes			12


						NO POCT-specific Documents/Policies			4			11) Path QMS has below but no specifically for POCT (policy, mgt activities, operation, control processes)





			4			Where do you document the following information relating to your POCT services


									POCT Manual (7, 8:in process)			POCT Policy			POCT Device SOP			Other (please specify)			Not documented


						POCT Team structure & contact details			3			5			6			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1			2


						Description of roles & responsibilities of POCT team and service users			3			12			4			Intranet: 1; Job descriptions:1; Trust/Viapath SLA and Trust POCT COP: 1; Role & responsiblities document: 1			2


						Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			3			10			2			Pathology Quality Manual: 1; Intranet: 1			3


						Description of scope of POCT services available (incl. devices, locations)			3			8			1			Intranet: 4 ; User Guide: 1 ; Pathology website: 1			2


						Procurement procedure of devices, reagents, consumables			3			10			3			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1			2


						Evaluation procedure			2			5			5			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; mTrust POCT COP:1			5


						Governance procedures			3			12			2			Trust generic policy:2			2


						Training & competency procedures			1			9			10			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			2


						User certification/re-certification			1			9			7			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1			3


						Device maintenance procedure						4			17			Intranet: 2; Qpulse Asset register:1			2


						Device error reporting pathway						4			14			Departmental QMS and Trust policies:  1  ; Intranet: 1;Qpulse Asset register:1			3


						Quality management & document control			3			6			5			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			4


						IQC & EQA procedures			1			6			17			Intranet: 1 ; Qpulse: 2 ; POCT EQA Scheme SOP: 1; Pathology server: 1			1


						Monitoring arrangements & reporting			2			7			9			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1			3			13) Set KPI's reported to POCT committee and quartely meetings with Managed service provider for POCT


						Examination procedures (incl. pre- and post-) & Reporting results			1			2			17						1


						Quality Improvement			1									Departmental QMS and Trust policies: 4 ; Pathology Quality Evaluation/ Improvement SOP: 2; Meeting minutes:1; POCT CoOrdinator keeps record: 1			5


						Clinical Incident reporting & recording follow-up						6			6			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8


						Other





			5			a) Do you have the following POCT documents?  b) And who controls them?


			a) No						a) yes			POCT TEAM/Manager			Departmental QMS			POCT IT System			On Device			LIMS			BME			WARD MANAGER			TRUST TRAINING DATABASE


			1			Device SOPs			18			18			1												1


			*1			Device user guide 			17			17			1												1


			*1			Device troubleshooting guides			16			16			1												1


			1			Device maintenance log			16			16			1												1


			1			Reagent control log			16			14			2			1									1


			1			Worksheet/sample record log			10			9			1						2			1						2


			1			Training register (list of who is trained)			18			18			1												1


			1			Staff Competency log (for individual staff)			18			14			1												1			3			1


						Other			Temp log: 1																											4) GOLD


			* 11) Supplier docs for glucose meters only, not doc controlled


			6			Do you record user satisfaction/feedback/complaints/user interaction?						recorded																								frequency																		review


									yes			POCT committee meeting mins			Qpulse (CA/PA) incl NCs			Datix / Trust Incident reporting system			Contract review meetings			User feedback form/survey			Pathology audit			BME/Path register/logbook/maintenance log			Emails kept			Weekly			Monthly			Quarterly			Annually			Ad hoc			Continual


						User satisfaction			10			1												2									1									2			2									3


						User feedback			16			4						1						4						1			2			1			1			3			2			4						10


						Problem resolution (corrective action)			16						1			3												5									1			1						3			1			5


						User complaints			18			2			6			6												2			1						2			1						3			1			7


						Complaint resolution			14			1			1			4												2			1						2			1						1			1			4


						External supplier issues			15			1			1			4			1									3												2			1			3			1			6


						Non-comformities (to policy or standards)			17						5			4									1			1									2			1						3			1			6


						Preventative action			13						4			1									1			2						1			2						1			1						6











			7			How do you record your POCT quality and technical records e.g. IQC, patient sample data, reagent logs? 


									Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Patient result log next to POCT device (e.g. handwritten, stickers)			2						10			4


						On POCT device (Internal storage)			11			15			4			6


						Device logs backed up onto separate server			8			11						1


						Remote POCT management system			14			13			2			3


						Integrated into LIMS			4			4						1


						Paper / electronic copy kept in POCT office			1			1			3			1


						Other			1 (11:manually transcribed into EPR)			2 (4: integrated into ICU IT system, 11: Print out scanned into electronic patient record)			2 (7:transcribed into EPR)			4  (7 & 11:transcribed into EPR, 8: in patient notes)





						(Question 7 continued)			Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Patient result log next to POCT device (e.g. handwritten, stickers)			5			7			5			5			7) apart from the networked devices (i.e. glucose, ketones & blood gas analysers) which transmit results automatically to LIMS/HIS, we trasncribe all other results onto HIS/EPR. The only exception is FBC results which are printed off the analyser and scanned directly into EPR


						On POCT device (Internal storage)			7			10			5			1


						Device logs backed up onto separate server			4			1			5


						Remote POCT management system			4			2			8			1			11) iSTAT maintained by radiology


						Integrated into LIMS			2			1			1


						Paper / electronic copy kept in POCT office			1			1			1


						Other


						patient notes			2			2			1			2


						EPR			1  (7:transcribed into EPR)








			8			Who performs the following quality management tasks?


									POCT MANAGER/ COORDINATOR/ TEAM			PROCUREMENT			ICT			OPERATORS			CLINICAL SCIENTISTS/LAB STAFF			CLINICAL LEADS/WARD MANAGER			POCT COMMITTEE			OTHER


						Procures POCT devices, reagents (including IQC/EQA material), IT systems			16			5			3						1			2			2 (7: overall responsibility)			3) Pathology POC team either directly procures or supports procurement undertaken by clinical areas through POC committee, 11) Biochem initially procured glucose meters, but no longer can. 16) BME


						Evaluate/select POCT devices, reagents (including IQC/EQA material), systems			17									1 (7:assist in evaluation)			6			3			1


						Establish documented quality policy and protocols			15												1			1			1			Quality team/manager: 45; POCT Clinical Lead: 1


						Establish allocated duties and responsibilites for staff performing POCT			14												2			6			3 (7:prior to implementation of device)


						Perform IQC specimen testing on POCT device			3									20			1									4) Automatically done on BG analysers


						Perform EQA specimen testing on POCT device			7(1x Blood gas only)									18			2 : 11) only for lab urinalysis & pregnancy testing									11) None done for glucose meters, 


						Review/ respond to IQC performance			18									2			1									17) Auto lock-out on glucose, ketones & BGs


						Review/ respond to EQA performance			19									2 (4: except BG)			3			2			1			6) Quality team


						Review device performance (cost-benefit analysis)			13			1						1 (7: With POCT team)			1			3			1			6)Finance; Managed service contract review


						Review clinical effectiveness of POCT services			13									1 (7: With POCT team)			2			5			1			POCT Clinical Lead: 1


						Review expenditure on POCT services (incl. consumables, service contracts etc)			16			4									2			1						Diabetes team (gHb); Pharmacy (ketones, coag, glucometers)


																														clinical business manager:1


																														15)Finance


			Section 4: POCT Service Operation


			1			Who is responsible for training clinical staff in the use of POCT devices?


									trains POCT coord			link trainers			End users


						Manufacturer			6			3			7


						POCT Coordinator/Manager/team									11


						Link trainers/cascade training									15


						BME									1


						Other									11) No one responsible for training for blood gas analysis. Biochemistry occasionally get asked to train people for pregnancy testing.


															16) Biochemistry staff


			2			Does the training include the following?			Please tick all that apply


						Sample collection type/procedure/storage			19


						Sample identification/ recording/reporting procedure			19


						Clinical utility of the test and its limitations			19


						Understanding of the analytical procedure			18


						Reagent storage requirements			19


						Quality Control and Quality Assurance procedures			19


						Technical limitations of the device			19


						Appropriate response to results that fall outside of predefined limits			19


						Infection control procedures			19


						Correct documentation and maintenance of the results			18


						Troubleshooting procedure or action to take in case of device failure			19


						Maintenance of the device			19


						Opportunity for feedback on the training			12





			3			How are staff competencies assessed/recorded?





						During training session			15


						Ongoing competency assessment			3


						Middleware checks			3			17) for connected devices only


						POCT Database record			6			3) glucose & blood gases


						T&C Log record/Checklist			5


						Monthly training for POC staff by manufacturer			1


						Written & practical assessment			2


						Electronicaly setup methods			2


						Ward staff asked to assess comptency of staff			1			15) not always successful. Not possible to force competency review


						e-learning register			2


			4			 How do you ensure staff maintain competencies on the devices they have been trained on?





						Initial training only			3			3) all POCT excl. glucometers, 11) No ongoing assessment


						Ongoing competency assessment			1


						Link trainers			1


						Middleware checks			4			2 & 5) The middleware system can check the activity of the users and the number of successful tests they performed. Staff are deemed competent if they have carried out x20  patient tests and X10 QC results. ; 4)  criteria is set, which if its not achieved the user is kicked off the system and therefore unable to use the device until an update training is given.


						Annual training			1			3) glucose only, 


						Competency renewal every 1/2 yrs			3			17) connected devices, barcodes re-activated if user performed 5x pt test in the last 3 months


						Refresher training/schedule			1


						Networked devices give password expiry date			6


						POCT team regularly reviews training database & contacts staff/managers			2			7) not as efficient as networked devices


						e-learning/observation/questionnaire			4			12) lock-out once the e-learning licences expire.


						Ward manager appraisal			1





			5			Who is responsible for maintaining records of training/attestation/re-training?





						POCT Coordinator/Manager/Team			17


						Ward manager			5


						POCT Committee			1			7) Ultimate responsibility, POCT team reports to committee 


						Biochemistry Dept			1			11) partial record keeping, not robust, possibly local documentation


						BME			1


						Operators themselves			2





			6			What level of support does the main POCT management team provide?


												Please give details


												Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Setting up Service Level Agreements						14			12			11			10


						Providing advice to clinical departments on procurring POCT devices						19			17			15			15


						Providing advice to clinical departments on use of POCT devices						19			19			16			15


						Provide training to clinical users: 


						a) POCT team-led training (e.g. face-to-face)						19			16			15			13


						b) e-Learning						10			5			1			1


						c) Device Manufacturer-led training 						19			15			13			11


						Provide guidance on IQC						19			16			13			13


						Provide guidance on EQA						19			16			14			13


						Perform audit on POCT performance/use						17			13			12			10


						Manage LIMS connectivity						13			9			5			5





						(Question 6. continued)


												Please give details


												Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Setting up Service Level Agreements						11			11			12			4


						Providing advice to clinical departments on procurring POCT devices						12			16			16			5


						Providing advice to clinical departments on use of POCT devices						12			16			16			5


						Provide training to clinical users:


						a) POCT team-led training (e.g. face-to-face)						12			12			15			2


						b) e-Learning						1			1			3


						c) Device Manufacturer-led training 						12			13			15			5


						Provide guidance on IQC						13			16			16			5


						Provide guidance on EQA						13			16			16			4


						Perform audit on POCT performance/use						10			12			13			4


						Manage LIMS connectivity						5			6			7			1





						Many thanks for completing this questionnaire. 


						The findings of this audit will be presented on 28th April 2017. Further details to follow.





						Please return completed questionnaires either by e-mail to nikola.costa@gosh.nhs.uk or to the postal address FAO: Nikola Costa,  Level 5 Camelia Botnar Laboratories, Great Ormond Street Hospital, Great Ormond Street, London, WC1N 3JH





						Submission deadline: 31/03/2017





						Question 7: Please list the number of staff in your POCT Team, their position/role and their grade. 








NO	WORKING TOWARDS	APPLIED FOR	CONSIDERING APPLYING	2	15	4	





Accredited to CPA standards	UKAS (ISO) accredited to ISO 15189	No  accreditation 	11	8	1	





Sheet2


			No of responses						21


			Hospitals


			1			Croydon University Hospital


			2			Kingston Hospital NHS Foundatoin Trust


			3			North Thames (Whittington)


			4			GOSH


			5			St Georges Hospital


			6			Berkshire & Surrey


			7			Charing Cross


			8			West Hertfordshire


			9			Barnet/Chase Farm


			10			Epsom/St. Helier


			11			Royal Marsden


			12			Barking, Havering & Redbridge University Hospitals NHS Trust 


			13			Darent Valley, Dartford


			14			Dartford


			15			East & North Hertfordshire


			16			Mid Essex


			17			Northwick Park Hospital


			18			Peterborough & Stamford


			19			Southend University Hospital


			20			ViaPath_St Thomas'


			21			William Harvey Hospital, Ashford
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Glucometers	Blood Gas Analysers	Pregnancy testing	Urinalysis	Coagulation meters	HBa1C	Ketone meters 	19	17	15	14	15	17	17	
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			TAG Audit on Point of Care Accreditation Status - COLLATED RESULTS


			Section 1: Your hospital & patient population





			2			Please indicate with a Tick, what type of hospital you work for





									Yes


						District General Hospital			13			6) group if 5x DGHs


						Teaching Hospital			6


						Teaching & DGH			3


						Tertiary referral hospital			4


						Tertiary & DGH


									26


			3			Are your pathology or POCT services managed by a private company/partnership or by an NHS trust?


						Please tick all that apply			NHS			Private company/partnership


						Pathology only			14			4


						POCT only			13			2





			4			Which services / devices is your POCT team are responsible for?


						Please tick all that apply			Yes


						Glucometers			19


						Blood Gas Analysers			17


						Pregnancy testing			15


						Urinalysis			14


						Coagulation meters			15


						HBa1C			17


						Ketone meters 			17


						Other POCT devices (please specify)


						Thromboelstography (TEG)			2


						Hemocue			6


						Bilirubinometer			8


						FBC (Pochi)			3


						fFN			10


						AQT90 (Tn, d-dimer, BNP, bhCG, CRP)			3


						PROM (Premature Rupture of Membranes)			3			pH of amniotic fluid


						HIV			3


						RSV (Respiratory Syncytial Virus)			3


						Nephrocheck (AKI), TIMP-2 and IGFBP-7)			1


						Urine drugs of abuse			1


						Cardiac reader 			1


						Haemochron			3


						iSTAT			1





			Section 2: POCT Accreditation


						What is your current POCT accreditation status?


			1a						Please tick


						Accredited to CPA standards


						UKAS (ISO) accredited to ISO 22870:2006 or 2016


						No POCT accreditation (just lab accreditation to UKAS (CPA or ISO 15189)			19





			1b			If you do not have UKAS accreditation for POCT, are you working towards this, do you have an inspection scheduled?


						Please give details


						YES


						NO			2			11) not working towards it. Have no dedicated POCT staff so would not pass!									21) Working towards ISO 9001:2015 only (sets out the criteria for a quality management system)


						WORKING TOWARDS			15			13) Ensuring patient saftey and addressing high risk POCT issues first.


						APPLIED FOR


						CONSIDERING APPLYING			4			3) The main laboratory has recently gained ISO 15189 accrediation and we are considering applying for POC accrediation. 


												The plan would be to start with a small scope and expand. Currently staffing for POC support is an issue and we need to expand the team before we could progress work towards accreditation





			2			Does your clinical biochemistry laboratory have UKAS accreditation?


									Please tick


						Accredited to CPA standards			11


						UKAS (ISO) accredited to ISO 15189			8


						No  accreditation 			1








			Section 3: POCT Organisation & Management


			1			Who has overall management of POCT in your trust?


			                           						Yes, (please give details)


						Clinical Biochemistry			6			Cons. CS: 2			POCT CoOrdinator: 1			Quality Manager: 1


						Other pathology discipline															17) POCT reporting to general Path Manager but working towards own mgt group


						Multi-disciplinary management group			9												11) POCT Committee, no active involvment in managing devices, 16) Chaired by A&E Cons,			6) Accountable to Path Clinical Governance committee, Board & Trust executive boards


						Pathology Manager			6


						Other			7			Mixed responsibility: 3			DEDICATED POCT MANAGER/TEAM:4			20) SLA between Trust and Private Org. limits the POCT team's responsibility to governance of glucose/ketone meters ONLY.  POCT run by Biochemistry Operations Manager. ITU manage BGs, The Trust POCT Committee has a governance role but there is no  overall operational control of POCT in the Trust.


												11)Clinical biochemistry look after glucose meters, pregnancy testing and EQA for BGs. BME look after BGs, no responsibilities for urinalysis, coag meters managed by theatres, iSTAT managed by radiology


												15)  Pathology contract is overseen by the Clinical Support Diviion, which is who also overseas the Trust POCT department





			2			Apart from your POCT team, do you have any help from any other department i.e. Biomedical Engineering


						YES			11			16)Private path company manage BGs during normal working hours


						NO			6


						BME			6


						Medical Devices Committee			2


						Medical Physics			1


						IT dept			2


						Training dept			1


						Device manufacturer			1


						Pharmacy			1			10) glucose meter supplies





			3			Does your trust have a POCT committee? If yes, which staff groups are involved?


						YES			18


						NO			1			16) in development


						CLINICAL STAFF (EG. NURSES/DOCS)			18			20)  All of the groups mentioned are invited to the meetings, receive the minutes and new device requests for approval.  However there is VERY poor attendance from all groups except Clinical Biochemistry and MEMS.


						BME/Clinical Engineering/Medical Devices			15


						PATHOLOGY/QM			14


						IT			10


						PHARMACY			10


						PROCUREMENT			7


						Infection Control			6


						Clinical Governance&Safety			5


						RISK MANAGEMENT			3


						Learning/Development/Educatation Team/practice educator			3


						Finance			3


						Community reps			2


						MEDICAL PHYSICS			1


						Information Communication Technology officer			1


						Each DGH trust in group has sub-committee			1


						OTHER			1





			4			a) Does your trust have a designated POCT Manager/Co-Ordinator? (i.e. a role which oversees overall management of POCT services for the trust)


									Please tick


						Yes			21


						No			2





						b) If yes, what grade of staff are they?


									Please tick


						MLA (Band 3)			2


						Associate Practitioner (Band 4)


						MTO (Band 4/5)


						BMS (Band 5/6)


						Senior BMS (Band 7)			14			1,2,5)Trust


						Clinical Scientist (Band 6/7)


						Chief BMS (Band 8a)			2


						Clinical Scientist (Band 8a)			10			1,2, 5) Network, 3) Quality manager support


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)			1			3)Cons.CS support


						Clinical Scientist (Band 9)			1			6) POCT Lead








			Section 3: Quality Management System


			1			Does your POCT service have a separate quality management system to your main lab QMS?





									Please tick


						Yes			4


						No			16





			1b			If no, do you use your lab QMS for POCT documents?


			1,2 & 5)			YES			9


						Use same templates, make documents POCT/device-specific			3


						NO			2


						iPassport used for both Path & POCT QMS			1			11) No POCT documents/policies, 15) in development








			2			a) Who maintains your POCT document control? 





						POCT MANAGER/COORDINATOR/TEAM			17


						QUALITY MANAGER/TEAM			3			Qpulse QM software: 2 (1x lab working towards this)


						OTHER			1			11) Pathology manager  indirectly as they maintain the pathology QMS








						b) What grade of staff are they?


									Please tick


						MLA (Band 3)			3


						Associate Practitioner (Band 4)			1


						MTO (Band 4/5)


						BMS (Band 5/6)			1


						Senior BMS (Band 7)			11


						Clinical Scientist (Band 6/7)			1


						Chief BMS (Band 8a)			9


						Clinical Scientist (Band 8a)			2


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)


						Other (please indicate AfC Band)			1			15) Band 2 data entry staff








			3			Please indicate which documents are included in your QMS


									Please tick all that apply


						POCT Quality Manual			5			9, 21) in development 18) Part of Pathology Quality Manual


						POCT Quality Policy			14			9, 21) in development			20) Trust POCT Code of Practice (COP) in place for ALL POCT devices.  However the content and resource requirement does not match the Private lab SLA for glu/ket meters only


						Documents describing the POCT 


						 management activities			11


						planning			8


						operation			13


						quality objectives			10			7) currently still based on CPA standards but work ongoing to update our POCT quality manual to UKAS standards


						quality standards			8


						control of processes			12


						NO POCT-specific Documents/Policies			4			11) Path QMS has below but no specifically for POCT (policy, mgt activities, operation, control processes)





			4			Where do you document the following information relating to your POCT services


									POCT Manual (7, 8:in process)			POCT Policy			POCT Device SOP			Other (please specify)			Not documented


						POCT Team structure & contact details			3			5			6			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1			2


						Description of roles & responsibilities of POCT team and service users			3			12			4			Intranet: 1; Job descriptions:1; Trust/Viapath SLA and Trust POCT COP: 1; Role & responsiblities document: 1			2


						Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			3			10			2			Pathology Quality Manual: 1; Intranet: 1			3


						Description of scope of POCT services available (incl. devices, locations)			3			8			1			Intranet: 4 ; User Guide: 1 ; Pathology website: 1			2


						Procurement procedure of devices, reagents, consumables			3			10			3			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1			2


						Evaluation procedure			2			5			5			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; mTrust POCT COP:1			5


						Governance procedures			3			12			2			Trust generic policy:2			2


						Training & competency procedures			1			9			10			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			2


						User certification/re-certification			1			9			7			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1			3


						Device maintenance procedure						4			17			Intranet: 2; Qpulse Asset register:1			2


						Device error reporting pathway						4			14			Departmental QMS and Trust policies:  1  ; Intranet: 1;Qpulse Asset register:1			3


						Quality management & document control			3			6			5			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			4


						IQC & EQA procedures			1			6			17			Intranet: 1 ; Qpulse: 2 ; POCT EQA Scheme SOP: 1; Pathology server: 1			1


						Monitoring arrangements & reporting			2			7			9			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1			3			13) Set KPI's reported to POCT committee and quartely meetings with Managed service provider for POCT


						Examination procedures (incl. pre- and post-) & Reporting results			1			2			17						1


						Quality Improvement			1									Departmental QMS and Trust policies: 4 ; Pathology Quality Evaluation/ Improvement SOP: 2; Meeting minutes:1; POCT CoOrdinator keeps record: 1			5


						Clinical Incident reporting & recording follow-up						6			6			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8


						Other





			5			a) Do you have the following POCT documents?  b) And who controls them?


			a) No						a) yes			POCT TEAM/Manager			Departmental QMS			POCT IT System			On Device			LIMS			BME			WARD MANAGER			TRUST TRAINING DATABASE


			1			Device SOPs			18			18			1												1


			*1			Device user guide 			17			17			1												1


			*1			Device troubleshooting guides			16			16			1												1


			1			Device maintenance log			16			16			1												1


			1			Reagent control log			16			14			2			1									1


			1			Worksheet/sample record log			10			9			1						2			1						2


			1			Training register (list of who is trained)			18			18			1												1


			1			Staff Competency log (for individual staff)			18			14			1												1			3			1


						Other			Temp log: 1																											4) GOLD


			* 11) Supplier docs for glucose meters only, not doc controlled


			6			Do you record user satisfaction/feedback/complaints/user interaction?						recorded																								frequency																		review


									yes			POCT committee meeting mins			Qpulse (CA/PA) incl NCs			Datix / Trust Incident reporting system			Contract review meetings			User feedback form/survey			Pathology audit			BME/Path register/logbook/maintenance log			Emails kept			Weekly			Monthly			Quarterly			Annually			Ad hoc			Continual


						User satisfaction			10			1												2									1									2			2									3


						User feedback			16			4						1						4						1			2			1			1			3			2			4						10


						Problem resolution (corrective action)			16						1			3												5									1			1						3			1			5


						User complaints			18			2			6			6												2			1						2			1						3			1			7


						Complaint resolution			14			1			1			4												2			1						2			1						1			1			4


						External supplier issues			15			1			1			4			1									3												2			1			3			1			6


						Non-comformities (to policy or standards)			17						5			4									1			1									2			1						3			1			6


						Preventative action			13						4			1									1			2						1			2						1			1						6











			7			How do you record your POCT quality and technical records e.g. IQC, patient sample data, reagent logs? 


									Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Patient result log next to POCT device (e.g. handwritten, stickers)			2						10			4


						On POCT device (Internal storage)			11			15			4			6


						Device logs backed up onto separate server			8			11						1


						Remote POCT management system			14			13			2			3


						Integrated into LIMS			4			4						1


						Paper / electronic copy kept in POCT office			1			1			3			1


						Other			1 (11:manually transcribed into EPR)			2			2			4


												 (4: integrated into ICU IT system, 11: Print out scanned into electronic patient record)			(7:transcribed into EPR)			(7 & 11:transcribed into EPR, 8: in patient notes)


						(Question 7 continued)			Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Patient result log next to POCT device (e.g. handwritten, stickers)			5			7			5			5			7) apart from the networked devices (i.e. glucose, ketones & blood gas analysers) which transmit results automatically to LIMS/HIS, we trasncribe all other results onto HIS/EPR. The only exception is FBC results which are printed off the analyser and scanned directly into EPR


						On POCT device (Internal storage)			7			10			5			1


						Device logs backed up onto separate server			4			1			5


						Remote POCT management system			4			2			8			1			11) iSTAT maintained by radiology


						Integrated into LIMS			2			1			1


						Paper / electronic copy kept in POCT office			1			1			1


						Other			3			2			1


						patient notes			2			2			1			2


						EPR			1  (7:transcribed into EPR)








			8			Who performs the following quality management tasks?


									POCT MANAGER/ COORDINATOR/ TEAM			PROCUREMENT			ICT			OPERATORS			CLINICAL SCIENTISTS/LAB STAFF			CLINICAL LEADS/WARD MANAGER			POCT COMMITTEE			OTHER


						Procures POCT devices, reagents (including IQC/EQA material), IT systems			16			5			3						1			2			2 (7: overall responsibility)			3) Pathology POC team either directly procures or supports procurement undertaken by clinical areas through POC committee, 11) Biochem initially procured glucose meters, but no longer can. 16) BME


						Evaluate/select POCT devices, reagents (including IQC/EQA material), systems			17									1 (7:assist in evaluation)			6			3			1


						Establish documented quality policy and protocols			15												1			1			1			Quality team/manager: 45; POCT Clinical Lead: 1


						Establish allocated duties and responsibilites for staff performing POCT			14												2			6			3 (7:prior to implementation of device)


						Perform IQC specimen testing on POCT device			3									20			1									4) Automatically done on BG analysers


						Perform EQA specimen testing on POCT device			7(1x Blood gas only)									18			2 : 11) only for lab urinalysis & pregnancy testing									11) None done for glucose meters, 


						Review/ respond to IQC performance			18									2			1									17) Auto lock-out on glucose, ketones & BGs


						Review/ respond to EQA performance			19									2 (4: except BG)			3			2			1			6) Quality team


						Review device performance (cost-benefit analysis)			13			1						1 (7: With POCT team)			1			3			1			6)Finance; Managed service contract review


						Review clinical effectiveness of POCT services			13									1 (7: With POCT team)			2			5			1			POCT Clinical Lead: 1


						Review expenditure on POCT services (incl. consumables, service contracts etc)			16			4									2			1						Diabetes team (gHb); Pharmacy (ketones, coag, glucometers)


																														clinical business manager:1


																														15)Finance


			Section 4: POCT Service Operation


			1			Who is responsible for training clinical staff in the use of POCT devices?


									trains POCT coord			link trainers			End users


						Manufacturer			6			3			7


						POCT Coordinator/Manager/team									11


						Link trainers/cascade training									15


						BME									1


						Other									11) No one responsible for training for blood gas analysis. Biochemistry occasionally get asked to train people for pregnancy testing.


															16) Biochemistry staff


			2			Does the training include the following?			Please tick all that apply


						Sample collection type/procedure/storage			19


						Sample identification/ recording/reporting procedure			19


						Clinical utility of the test and its limitations			19


						Understanding of the analytical procedure			18


						Reagent storage requirements			19


						Quality Control and Quality Assurance procedures			19


						Technical limitations of the device			19


						Appropriate response to results that fall outside of predefined limits			19


						Infection control procedures			19


						Correct documentation and maintenance of the results			18


						Troubleshooting procedure or action to take in case of device failure			19


						Maintenance of the device			19


						Opportunity for feedback on the training			12





			3			How are staff competencies assessed/recorded?





						During training session			15


						POCT Database record			6			3) glucose & blood gases


						T&C Log record/Checklist			5


						Ongoing competency assessment			3


						Middleware checks			3			17) for connected devices only


						Written & practical assessment			2


						Electronicaly setup methods			2


						e-learning register			2


						Monthly training for POC staff by manufacturer			1


						Ward staff asked to assess comptency of staff			1			15) not always successful. Not possible to force competency review


			4			 How do you ensure staff maintain competencies on the devices they have been trained on?





						Networked devices give password expiry date			6


						Middleware checks			4			2 & 5) The middleware system can check the activity of the users and the number of successful tests they performed. Staff are deemed competent if they have carried out x20  patient tests and X10 QC results. ; 4)  criteria is set, which if its not achieved the user is kicked off the system and therefore unable to use the device until an update training is given.


						e-learning/observation/questionnaire			4			12) lock-out once the e-learning licences expire.


						Initial training only			3			3) all POCT excl. glucometers, 11) No ongoing assessment


						Competency renewal every 1/2 yrs			3			17) connected devices, barcodes re-activated if user performed 5x pt test in the last 3 months


						POCT team regularly reviews training database & contacts staff/managers			2			7) not as efficient as networked devices


						Ongoing competency assessment			1


						Link trainers			1


						Annual training			1			3) glucose only, 


						Refresher training/schedule			1


						Ward manager appraisal			1





			5			Who is responsible for maintaining records of training/attestation/re-training?





						POCT Coordinator/Manager/Team			17


						Ward manager			5


						POCT Committee			1			7) Ultimate responsibility, POCT team reports to committee 


						Biochemistry Dept			1			11) partial record keeping, not robust, possibly local documentation


						BME			1


						Operators themselves			2





			6			What level of support does the main POCT management team provide?


												Please give details


												Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis			Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Setting up Service Level Agreements						14			12			11			10			11			11			12			4


						Providing advice to clinical departments on procurring POCT devices						19			17			15			15			12			16			16			5


						Providing advice to clinical departments on use of POCT devices						19			19			16			15			12			16			16			5


						Provide training to clinical users: 


						a) POCT team-led training (e.g. face-to-face)						19			16			15			13			12			12			15			2


						b) e-Learning						10			5			1			1			1			1			3


						c) Device Manufacturer-led training 						19			15			13			11			12			13			15			5


						Provide guidance on IQC						19			16			13			13			13			16			16			5


						Provide guidance on EQA						19			16			14			13			13			16			16			4


						Perform audit on POCT performance/use						17			13			12			10			10			12			13			4


						Manage LIMS connectivity						13			9			5			5			5			6			7			1








						Many thanks for completing this questionnaire. 


						The findings of this audit will be presented on 28th April 2017. Further details to follow.





						Please return completed questionnaires either by e-mail to nikola.costa@gosh.nhs.uk or to the postal address FAO: Nikola Costa,  Level 5 Camelia Botnar Laboratories, Great Ormond Street Hospital, Great Ormond Street, London, WC1N 3JH





						Submission deadline: 31/03/2017











						Question 7: Please list the number of staff in your POCT Team, their position/role and their grade. 












































NO	WORKING TOWARDS	APPLIED FOR	CONSIDERING APPLYING	2	15	4	





Accredited to CPA standards	UKAS (ISO) accredited to ISO 15189	No  accreditation 	11	8	1	
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Clinical Biochemistry	Other pathology discipline	Multi-disciplinary management group	Pathology Manager	Other	6	9	6	7	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	2	11	8	14	4	1	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	10	4	2	3	2	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	4	6	1	3	1	1	4	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	5	7	4	4	2	1	3	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	7	10	1	2	1	1	2	Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	5	5	5	8	1	1	1	
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			Clinical Incident reporting & recording follow-up			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8			4						8


			Training & competency procedures			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			1			1			2			1												1


			IQC & EQA procedures			Intranet: 1 ; Qpulse: 2 ; POCT EQA Scheme SOP: 1; Pathology server: 1						1			2			1												1


			Description of roles & responsibilities of POCT team and service users			Intranet: 1; Job descriptions:1; Trust/Viapath SLA and Trust POCT COP: 1; Role & responsiblities document: 1			1			1												2


			User certification/re-certification			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1						2						1			1									2


			Device maintenance procedure			Intranet: 2; Qpulse Asset register:1						2


			Description of scope of POCT services available (incl. devices, locations)			Intranet: 4 ; User Guide: 1 ; Pathology website: 1						4															1			1


			POCT Team structure & contact details			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1						4						1									2


			Evaluation procedure			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; Trust POCT COP:1									2			8


			Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			Pathology Quality Manual: 1; Intranet: 1						1						1


			Monitoring arrangements & reporting			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1									2			1												2


			Quality management & document control			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			3			2			6


			Procurement procedure of devices, reagents, consumables			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1												10


			Governance procedures			Trust generic policy:2			2									2


			Examination procedures (incl. pre- and post-) & Reporting results


						Patient result log next to POCT device (e.g. handwritten, stickers)			On POCT device (Internal storage)			Device logs backed up onto separate server			Remote POCT management system			Integrated into LIMS			Paper / electronic copy kept in POCT office


			Glucometers			2			11			8			14			4			1


			Blood Gas Analysers						15			11			13			4			1


			Pregnancy testing			10			4						2						3


			Urinalysis			4			6			1			3			1			1








standards


						ISO 15189 Clauses																		ISO 22870 Clauses


						4. Management requirements																		4. Management requirements


						4.1			Organisation & management responsibility															4.1			Organisation & management 


						4.2			Quality Management system															4.2			Quality Management system


						4.3			Document Control															4.3			Document Control


						4.4			Service Agreements															4.4			Review of contracts


						4.5			Examination by referral laboratories															4.5			Examination by referral laboratories


						4.6			External services and supplies															4.6			External services and supplies


						4.7			Advisory services															4.7			Advisory services


						4.8			Resolution of complaints															4.8			Resolution of complaints


						4.9			Identification and control of non-conformities															4.9			Identification and control of non-conformities


						4.10			Corrective action															4.10			Corrective action


						4.11			Preventative action															4.11			Preventative action


						4.12			Continual improvement															4.12			Continual improvement


						4.13			Control of records															4.13			Quality & technical records


						4.14			Evaluation and review															4.14			Internal audits


						4.15			Management review															4.15			Management review


						5. Technical Requirements																		5. Technical Requirements


						5.1			Personnel															5.1			Personnel


						5.2			Accommodation and environmental conditions															5.2			Accommodation and environmental conditions


						5.3			Laboratory equipment, reagents and consumables															5.3			Laboratory equipment


						5.4			Pre-examination procedures															5.4			Pre-examination procedures


						5.5			Examination processes															5.5			Examination processes


						5.6			Ensuring quality of examination results															5.6			Assuring the quality of examination procedures


						5.7			Post-examination processes															5.7			Post-examination processes


						5.8			Reporting of results															5.8			Reporting of results


						5.9			Release of results


						5.10			Laboratory information management
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			TAG Audit on Point of Care Accreditation Status - COLLATED RESULTS


			Section 1: Your hospital & patient population





			2			Please indicate with a Tick, what type of hospital you work for





									Yes


						District General Hospital			13			6) group if 5x DGHs


						Teaching Hospital			6


						Teaching & DGH			3


						Tertiary referral hospital			4


						Tertiary & DGH


									26


			3			Are your pathology or POCT services managed by a private company/partnership or by an NHS trust?


						Please tick all that apply			NHS			Private company/partnership


						Pathology only			14			4


						POCT only			13			2





			4			Which services / devices is your POCT team are responsible for?


						Please tick all that apply			Yes


						Glucometers			19


						Blood Gas Analysers			17


						Pregnancy testing			15


						Urinalysis			14


						Coagulation meters			15


						HBa1C			17


						Ketone meters 			17


						Other POCT devices (please specify)


						Thromboelstography (TEG)			2


						Hemocue			6


						Bilirubinometer			8


						FBC (Pochi)			3


						fFN			10


						AQT90 (Tn, d-dimer, BNP, bhCG, CRP)			3


						PROM (Premature Rupture of Membranes)			3			pH of amniotic fluid


						HIV			3


						RSV (Respiratory Syncytial Virus)			3


						Nephrocheck (AKI), TIMP-2 and IGFBP-7)			1


						Urine drugs of abuse			1


						Cardiac reader 			1


						Haemochron			3


						iSTAT			1





			Section 2: POCT Accreditation


						What is your current POCT accreditation status?


			1a						Please tick


						Accredited to CPA standards


						UKAS (ISO) accredited to ISO 22870:2006 or 2016


						No POCT accreditation (just lab accreditation to UKAS (CPA or ISO 15189)			19





			1b			If you do not have UKAS accreditation for POCT, are you working towards this, do you have an inspection scheduled?


						Please give details


						YES


						NO			2			11) not working towards it. Have no dedicated POCT staff so would not pass!									21) Working towards ISO 9001:2015 only (sets out the criteria for a quality management system)


						WORKING TOWARDS			15			13) Ensuring patient saftey and addressing high risk POCT issues first.


						APPLIED FOR


						CONSIDERING APPLYING			4			3) The main laboratory has recently gained ISO 15189 accrediation and we are considering applying for POC accrediation. 


												The plan would be to start with a small scope and expand. Currently staffing for POC support is an issue and we need to expand the team before we could progress work towards accreditation





			2			Does your clinical biochemistry laboratory have UKAS accreditation?


									Please tick


						Accredited to CPA standards			11


						UKAS (ISO) accredited to ISO 15189			8


						No  accreditation 			1








			Section 3: POCT Organisation & Management


			1			Who has overall management of POCT in your trust?


			                           						Yes, (please give details)


						Clinical Biochemistry			6			Cons. CS: 2			POCT CoOrdinator: 1			Quality Manager: 1


						Other pathology discipline			1												17) POCT reporting to general Path Manager but working towards own mgt group


						Multi-disciplinary management group			9												11) POCT Committee, no active involvment in managing devices, 16) Chaired by A&E Cons,			6) Accountable to Path Clinical Governance committee, Board & Trust executive boards


						Pathology Manager			5


						Other			7			Mixed responsibility: 3			DEDICATED POCT MANAGER/TEAM:4			20) SLA between Trust and Private Org. limits the POCT team's responsibility to governance of glucose/ketone meters ONLY.  POCT run by Biochemistry Operations Manager. ITU manage BGs, The Trust POCT Committee has a governance role but there is no  overall operational control of POCT in the Trust.


												11)Clinical biochemistry look after glucose meters, pregnancy testing and EQA for BGs. BME look after BGs, no responsibilities for urinalysis, coag meters managed by theatres, iSTAT managed by radiology


												15)  Pathology contract is overseen by the Clinical Support Diviion, which is who also overseas the Trust POCT department





			2			Apart from your POCT team, do you have any help from any other department i.e. Biomedical Engineering


						YES			11			16)Private path company manage BGs during normal working hours


						NO			6


						BME			6


						Medical Devices Committee			2


						Medical Physics			1


						IT dept			2


						Training dept			1


						Device manufacturer			1


						Pharmacy			1			10) glucose meter supplies





			3			Does your trust have a POCT committee? If yes, which staff groups are involved?


						YES			18


						NO			1			16) in development


						CLINICAL STAFF (EG. NURSES/DOCS)			18			20)  All of the groups mentioned are invited to the meetings, receive the minutes and new device requests for approval.  However there is VERY poor attendance from all groups except Clinical Biochemistry and MEMS.


						BME/Clinical Engineering/Medical Devices			15


						PATHOLOGY/QM			14


						IT			10


						PHARMACY			10


						PROCUREMENT			7


						Infection Control			6


						Clinical Governance&Safety			5


						RISK MANAGEMENT			3


						Learning/Development/Educatation Team/practice educator			3


						Finance			3


						Community reps			2


						MEDICAL PHYSICS			1


						Information Communication Technology officer			1


						Each DGH trust in group has sub-committee			1


						OTHER			1





			4			a) Does your trust have a designated POCT Manager/Co-Ordinator? (i.e. a role which oversees overall management of POCT services for the trust)


									Please tick


						Yes			21


						No			2





						b) If yes, what grade of staff are they?


									Please tick


						MLA (Band 3)			2


						Associate Practitioner (Band 4)


						MTO (Band 4/5)


						BMS (Band 5/6)


						Senior BMS (Band 7)			14			1,2,5)Trust


						Clinical Scientist (Band 6/7)


						Chief BMS (Band 8a)			2


						Clinical Scientist (Band 8a)			10			1,2, 5) Network, 3) Quality manager support


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)			1			3)Cons.CS support


						Clinical Scientist (Band 9)			1			6) POCT Lead








			Section 3: Quality Management System


			1			Does your POCT service have a separate quality management system to your main lab QMS?





									Please tick


						Yes			4


						No			16





			1b			If no, do you use your lab QMS for POCT documents?


			1,2 & 5)			YES			9


						Use same templates, make documents POCT/device-specific			3


						NO			2


						iPassport used for both Path & POCT QMS			1			11) No POCT documents/policies, 15) in development








			2			a) Who maintains your POCT document control? 





						POCT MANAGER/COORDINATOR/TEAM			17


						QUALITY MANAGER/TEAM			3			Qpulse QM software: 2 (1x lab working towards this)


						OTHER			1			11) Pathology manager  indirectly as they maintain the pathology QMS








						b) What grade of staff are they?


									Please tick


						MLA (Band 3)			3


						Associate Practitioner (Band 4)			1


						MTO (Band 4/5)


						BMS (Band 5/6)			1


						Senior BMS (Band 7)			11


						Clinical Scientist (Band 6/7)			1


						Chief BMS (Band 8a)			9


						Clinical Scientist (Band 8a)			2


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)


						Other (please indicate AfC Band)			1			15) Band 2 data entry staff








			3			Please indicate which documents are included in your QMS


									Please tick all that apply


						POCT Quality Manual			5			9, 21) in development 18) Part of Pathology Quality Manual


						POCT Quality Policy			14			9, 21) in development			20) Trust POCT Code of Practice (COP) in place for ALL POCT devices.  However the content and resource requirement does not match the Private lab SLA for glu/ket meters only


						Documents describing the POCT 


						 management activities			11


						planning			8


						operation			13


						quality objectives			10			7) currently still based on CPA standards but work ongoing to update our POCT quality manual to UKAS standards


						quality standards			8


						control of processes			12


						NO POCT-specific Documents/Policies			4			11) Path QMS has below but no specifically for POCT (policy, mgt activities, operation, control processes)





			4			Where do you document the following information relating to your POCT services


									POCT Manual (7, 8:in process)			POCT Policy			POCT Device SOP			Other (please specify)			Not documented


						POCT Team structure & contact details			3			5			6			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1			2


						Description of roles & responsibilities of POCT team and service users			3			12			4			Intranet: 1; Job descriptions:1; Trust/Viapath SLA and Trust POCT COP: 1; Role & responsiblities document: 1			2


						Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			3			10			2			Pathology Quality Manual: 1; Intranet: 1			3


						Description of scope of POCT services available (incl. devices, locations)			3			8			1			Intranet: 4 ; User Guide: 1 ; Pathology website: 1			2


						Procurement procedure of devices, reagents, consumables			3			10			3			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1			2


						Evaluation procedure			2			5			5			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; mTrust POCT COP:1			5


						Governance procedures			3			12			2			Trust generic policy:2			2


						Training & competency procedures			1			9			10			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			2


						User certification/re-certification			1			9			7			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1			3


						Device maintenance procedure						4			17			Intranet: 2; Qpulse Asset register:1			2


						Device error reporting pathway						4			14			Departmental QMS and Trust policies:  1  ; Intranet: 1;Qpulse Asset register:1			3


						Quality management & document control			3			6			5			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			4


						IQC & EQA procedures			1			6			17			Intranet: 1 ; Qpulse: 2 ; POCT EQA Scheme SOP: 1; Pathology server: 1			1


						Monitoring arrangements & reporting			2			7			9			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1			3			13) Set KPI's reported to POCT committee and quartely meetings with Managed service provider for POCT


						Examination procedures (incl. pre- and post-) & Reporting results			1			2			17						1


						Quality Improvement			1									Departmental QMS and Trust policies: 4 ; Pathology Quality Evaluation/ Improvement SOP: 2; Meeting minutes:1; POCT CoOrdinator keeps record: 1			5


						Clinical Incident reporting & recording follow-up						6			6			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8


						Other





			5			a) Do you have the following POCT documents?  b) And who controls them?


			a) No						a) yes			POCT TEAM/Manager			Departmental QMS			POCT IT System			On Device			LIMS			BME			WARD MANAGER			TRUST TRAINING DATABASE


			1			Device SOPs			18			18			1												1


			*1			Device user guide 			17			17			1												1


			*1			Device troubleshooting guides			16			16			1												1


			1			Device maintenance log			16			16			1												1


			1			Reagent control log			16			14			2			1									1


			1			Worksheet/sample record log			10			9			1						2			1						2


			1			Training register (list of who is trained)			18			18			1												1


			1			Staff Competency log (for individual staff)			18			14			1												1			3			1


						Other			Temp log: 1																											4) GOLD


			* 11) Supplier docs for glucose meters only, not doc controlled


			6			Do you record user satisfaction/feedback/complaints/user interaction?						recorded																								frequency																		review


									yes			POCT committee meeting mins			Qpulse (CA/PA) incl NCs			Datix / Trust Incident reporting system			Contract review meetings			User feedback form/survey			Pathology audit			BME/Path register/logbook/maintenance log			Emails kept			Weekly			Monthly			Quarterly			Annually			Ad hoc			Continual


						User satisfaction			10			1												2									1									2			2									3


						User feedback			16			4						1						4						1			2			1			1			3			2			4						10


						Problem resolution (corrective action)			16						1			3												5									1			1						3			1			5


						User complaints			18			2			6			6												2			1						2			1						3			1			7


						Complaint resolution			14			1			1			4												2			1						2			1						1			1			4


						External supplier issues			15			1			1			4			1									3												2			1			3			1			6


						Non-comformities (to policy or standards)			17						5			4									1			1									2			1						3			1			6


						Preventative action			13						4			1									1			2						1			2						1			1						6











			7			How do you record your POCT quality and technical records e.g. IQC, patient sample data, reagent logs? 


									Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Patient result log next to POCT device (e.g. handwritten, stickers)			2						10			4


						On POCT device (Internal storage)			11			15			4			6


						Device logs backed up onto separate server			8			11						1


						Remote POCT management system			14			13			2			3


						Integrated into LIMS			4			4						1


						Paper / electronic copy kept in POCT office			1			1			3			1


						Other			1 (11:manually transcribed into EPR)			2 (4: integrated into ICU IT system, 11: Print out scanned into electronic patient record)			2 (7:transcribed into EPR)			4  (7 & 11:transcribed into EPR, 8: in patient notes)





						(Question 7 continued)			Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Patient result log next to POCT device (e.g. handwritten, stickers)			5			7			5			5			7) apart from the networked devices (i.e. glucose, ketones & blood gas analysers) which transmit results automatically to LIMS/HIS, we trasncribe all other results onto HIS/EPR. The only exception is FBC results which are printed off the analyser and scanned directly into EPR


						On POCT device (Internal storage)			7			10			5			1


						Device logs backed up onto separate server			4			1			5


						Remote POCT management system			4			2			8			1			11) iSTAT maintained by radiology


						Integrated into LIMS			2			1			1


						Paper / electronic copy kept in POCT office			1			1			1


						Other


						patient notes			2			2			1			2


						EPR			1  (7:transcribed into EPR)








			8			Who performs the following quality management tasks?


									POCT MANAGER/ COORDINATOR/ TEAM			PROCUREMENT			ICT			OPERATORS			CLINICAL SCIENTISTS/LAB STAFF			CLINICAL LEADS/WARD MANAGER			POCT COMMITTEE			OTHER


						Procures POCT devices, reagents (including IQC/EQA material), IT systems			16			5			3						1			2			2 (7: overall responsibility)			3) Pathology POC team either directly procures or supports procurement undertaken by clinical areas through POC committee, 11) Biochem initially procured glucose meters, but no longer can. 16) BME


						Evaluate/select POCT devices, reagents (including IQC/EQA material), systems			17									1 (7:assist in evaluation)			6			3			1


						Establish documented quality policy and protocols			15												1			1			1			Quality team/manager: 45; POCT Clinical Lead: 1


						Establish allocated duties and responsibilites for staff performing POCT			14												2			6			3 (7:prior to implementation of device)


						Perform IQC specimen testing on POCT device			3									20			1									4) Automatically done on BG analysers


						Perform EQA specimen testing on POCT device			7(1x Blood gas only)									18			2 : 11) only for lab urinalysis & pregnancy testing									11) None done for glucose meters, 


						Review/ respond to IQC performance			18									2			1									17) Auto lock-out on glucose, ketones & BGs


						Review/ respond to EQA performance			19									2 (4: except BG)			3			2			1			6) Quality team


						Review device performance (cost-benefit analysis)			13			1						1 (7: With POCT team)			1			3			1			6)Finance; Managed service contract review


						Review clinical effectiveness of POCT services			13									1 (7: With POCT team)			2			5			1			POCT Clinical Lead: 1


						Review expenditure on POCT services (incl. consumables, service contracts etc)			16			4									2			1						Diabetes team (gHb); Pharmacy (ketones, coag, glucometers)


																														clinical business manager:1


																														15)Finance


			Section 4: POCT Service Operation


			1			Who is responsible for training clinical staff in the use of POCT devices?


									trains POCT coord			link trainers			End users


						Manufacturer			6			3			7


						POCT Coordinator/Manager/team									11


						Link trainers/cascade training									15


						BME									1


						Other									11) No one responsible for training for blood gas analysis. Biochemistry occasionally get asked to train people for pregnancy testing.


															16) Biochemistry staff


			2			Does the training include the following?			Please tick all that apply


						Sample collection type/procedure/storage			19


						Sample identification/ recording/reporting procedure			19


						Clinical utility of the test and its limitations			19


						Understanding of the analytical procedure			18


						Reagent storage requirements			19


						Quality Control and Quality Assurance procedures			19


						Technical limitations of the device			19


						Appropriate response to results that fall outside of predefined limits			19


						Infection control procedures			19


						Correct documentation and maintenance of the results			18


						Troubleshooting procedure or action to take in case of device failure			19


						Maintenance of the device			19


						Opportunity for feedback on the training			12





			3			How are staff competencies assessed/recorded?





						During training session			15


						Ongoing competency assessment			3


						Middleware checks			3			17) for connected devices only


						POCT Database record			6			3) glucose & blood gases


						T&C Log record/Checklist			5


						Monthly training for POC staff by manufacturer			1


						Written & practical assessment			2


						Electronicaly setup methods			2


						Ward staff asked to assess comptency of staff			1			15) not always successful. Not possible to force competency review


						e-learning register			2


			4			 How do you ensure staff maintain competencies on the devices they have been trained on?





						Initial training only			3			3) all POCT excl. glucometers, 11) No ongoing assessment


						Ongoing competency assessment			1


						Link trainers			1


						Middleware checks			4			2 & 5) The middleware system can check the activity of the users and the number of successful tests they performed. Staff are deemed competent if they have carried out x20  patient tests and X10 QC results. ; 4)  criteria is set, which if its not achieved the user is kicked off the system and therefore unable to use the device until an update training is given.


						Annual training			1			3) glucose only, 


						Competency renewal every 1/2 yrs			3			17) connected devices, barcodes re-activated if user performed 5x pt test in the last 3 months


						Refresher training/schedule			1


						Networked devices give password expiry date			6


						POCT team regularly reviews training database & contacts staff/managers			2			7) not as efficient as networked devices


						e-learning/observation/questionnaire			4			12) lock-out once the e-learning licences expire.


						Ward manager appraisal			1





			5			Who is responsible for maintaining records of training/attestation/re-training?





						POCT Coordinator/Manager/Team			17


						Ward manager			5


						POCT Committee			1			7) Ultimate responsibility, POCT team reports to committee 


						Biochemistry Dept			1			11) partial record keeping, not robust, possibly local documentation


						BME			1


						Operators themselves			2





			6			What level of support does the main POCT management team provide?


												Please give details


												Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Setting up Service Level Agreements						14			12			11			10


						Providing advice to clinical departments on procurring POCT devices						19			17			15			15


						Providing advice to clinical departments on use of POCT devices						19			19			16			15


						Provide training to clinical users: 


						a) POCT team-led training (e.g. face-to-face)						19			16			15			13


						b) e-Learning						10			5			1			1


						c) Device Manufacturer-led training 						19			15			13			11


						Provide guidance on IQC						19			16			13			13


						Provide guidance on EQA						19			16			14			13


						Perform audit on POCT performance/use						17			13			12			10


						Manage LIMS connectivity						13			9			5			5





						(Question 6. continued)


												Please give details


												Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Setting up Service Level Agreements						11			11			12			4


						Providing advice to clinical departments on procurring POCT devices						12			16			16			5


						Providing advice to clinical departments on use of POCT devices						12			16			16			5


						Provide training to clinical users:


						a) POCT team-led training (e.g. face-to-face)						12			12			15			2


						b) e-Learning						1			1			3


						c) Device Manufacturer-led training 						12			13			15			5


						Provide guidance on IQC						13			16			16			5


						Provide guidance on EQA						13			16			16			4


						Perform audit on POCT performance/use						10			12			13			4


						Manage LIMS connectivity						5			6			7			1





						Many thanks for completing this questionnaire. 


						The findings of this audit will be presented on 28th April 2017. Further details to follow.





						Please return completed questionnaires either by e-mail to nikola.costa@gosh.nhs.uk or to the postal address FAO: Nikola Costa,  Level 5 Camelia Botnar Laboratories, Great Ormond Street Hospital, Great Ormond Street, London, WC1N 3JH





						Submission deadline: 31/03/2017





						Question 7: Please list the number of staff in your POCT Team, their position/role and their grade. 








NO	WORKING TOWARDS	APPLIED FOR	CONSIDERING APPLYING	2	15	4	





Accredited to CPA standards	UKAS (ISO) accredited to ISO 15189	No  accreditation 	11	8	1	
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Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	2	11	8	14	4	1	
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			TAG Audit on Point of Care Accreditation Status - COLLATED RESULTS


			Section 1: Your hospital & patient population





			2			Please indicate with a Tick, what type of hospital you work for





									Yes


						District General Hospital			13			6) group if 5x DGHs


						Teaching Hospital			6


						Teaching & DGH			3


						Tertiary referral hospital			4


						Tertiary & DGH


									26


			3			Are your pathology or POCT services managed by a private company/partnership or by an NHS trust?


						Please tick all that apply			NHS			Private company/partnership


						Pathology only			14			4


						POCT only			13			2





			4			Which services / devices is your POCT team are responsible for?


						Please tick all that apply			Yes


						Glucometers			19


						Blood Gas Analysers			17


						Pregnancy testing			15


						Urinalysis			14


						Coagulation meters			15


						HBa1C			17


						Ketone meters 			17


						Other POCT devices (please specify)


						Thromboelstography (TEG)			2


						Hemocue			6


						Bilirubinometer			8


						FBC (Pochi)			3


						fFN			10


						AQT90 (Tn, d-dimer, BNP, bhCG, CRP)			3


						PROM (Premature Rupture of Membranes)			3			pH of amniotic fluid


						HIV			3


						RSV (Respiratory Syncytial Virus)			3


						Nephrocheck (AKI), TIMP-2 and IGFBP-7)			1


						Urine drugs of abuse			1


						Cardiac reader 			1


						Haemochron			3


						iSTAT			1





			Section 2: POCT Accreditation


						What is your current POCT accreditation status?


			1a						Please tick


						Accredited to CPA standards


						UKAS (ISO) accredited to ISO 22870:2006 or 2016


						No POCT accreditation (just lab accreditation to UKAS (CPA or ISO 15189)			19





			1b			If you do not have UKAS accreditation for POCT, are you working towards this, do you have an inspection scheduled?


						Please give details


						YES


						NO			2			11) not working towards it. Have no dedicated POCT staff so would not pass!									21) Working towards ISO 9001:2015 only (sets out the criteria for a quality management system)


						WORKING TOWARDS			15			13) Ensuring patient saftey and addressing high risk POCT issues first.


						APPLIED FOR


						CONSIDERING APPLYING			4			3) The main laboratory has recently gained ISO 15189 accrediation and we are considering applying for POC accrediation. 


												The plan would be to start with a small scope and expand. Currently staffing for POC support is an issue and we need to expand the team before we could progress work towards accreditation





			2			Does your clinical biochemistry laboratory have UKAS accreditation?


									Please tick


						Accredited to CPA standards			11


						UKAS (ISO) accredited to ISO 15189			8


						No  accreditation 			1








			Section 3: POCT Organisation & Management


			1			Who has overall management of POCT in your trust?


			                           						Yes, (please give details)


						Clinical Biochemistry			6			Cons. CS: 2			POCT CoOrdinator: 1			Quality Manager: 1


						Other pathology discipline			1												17) POCT reporting to general Path Manager but working towards own mgt group


						Multi-disciplinary management group			9												11) POCT Committee, no active involvment in managing devices, 16) Chaired by A&E Cons,			6) Accountable to Path Clinical Governance committee, Board & Trust executive boards


						Pathology Manager			5


						Other			7			Mixed responsibility: 3			DEDICATED POCT MANAGER/TEAM:4			20) SLA between Trust and Private Org. limits the POCT team's responsibility to governance of glucose/ketone meters ONLY.  POCT run by Biochemistry Operations Manager. ITU manage BGs, The Trust POCT Committee has a governance role but there is no  overall operational control of POCT in the Trust.


												11)Clinical biochemistry look after glucose meters, pregnancy testing and EQA for BGs. BME look after BGs, no responsibilities for urinalysis, coag meters managed by theatres, iSTAT managed by radiology


												15)  Pathology contract is overseen by the Clinical Support Diviion, which is who also overseas the Trust POCT department





			2			Apart from your POCT team, do you have any help from any other department i.e. Biomedical Engineering


						YES			11			16)Private path company manage BGs during normal working hours


						NO			6


						BME			6


						Medical Devices Committee			2


						Medical Physics			1


						IT dept			2


						Training dept			1


						Device manufacturer			1


						Pharmacy			1			10) glucose meter supplies





			3			Does your trust have a POCT committee? If yes, which staff groups are involved?


						YES			18


						NO			1			16) in development


						CLINICAL STAFF (EG. NURSES/DOCS)			18			20)  All of the groups mentioned are invited to the meetings, receive the minutes and new device requests for approval.  However there is VERY poor attendance from all groups except Clinical Biochemistry and MEMS.


						BME/Clinical Engineering/Medical Devices			15


						PATHOLOGY/QM			14


						IT			10


						PHARMACY			10


						PROCUREMENT			7


						Infection Control			6


						Clinical Governance&Safety			5


						RISK MANAGEMENT			3


						Learning/Development/Educatation Team/practice educator			3


						Finance			3


						Community reps			2


						MEDICAL PHYSICS			1


						Information Communication Technology officer			1


						Each DGH trust in group has sub-committee			1


						OTHER			1





			4			a) Does your trust have a designated POCT Manager/Co-Ordinator? (i.e. a role which oversees overall management of POCT services for the trust)


									Please tick


						Yes			21


						No			2





						b) If yes, what grade of staff are they?


									Please tick


						MLA (Band 3)			2


						Associate Practitioner (Band 4)


						MTO (Band 4/5)


						BMS (Band 5/6)


						Senior BMS (Band 7)			14			1,2,5)Trust


						Clinical Scientist (Band 6/7)


						Chief BMS (Band 8a)			2


						Clinical Scientist (Band 8a)			10			1,2, 5) Network, 3) Quality manager support


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)			1			3)Cons.CS support


						Clinical Scientist (Band 9)			1			6) POCT Lead








			Section 3: Quality Management System


			1			Does your POCT service have a separate quality management system to your main lab QMS?





									Please tick


						Yes			4


						No			16





			1b			If no, do you use your lab QMS for POCT documents?


			1,2 & 5)			YES			9


						Use same templates, make documents POCT/device-specific			3


						NO			2


						iPassport used for both Path & POCT QMS			1			11) No POCT documents/policies, 15) in development








			2			a) Who maintains your POCT document control? 





						POCT MANAGER/COORDINATOR/TEAM			17


						QUALITY MANAGER/TEAM			3			Qpulse QM software: 2 (1x lab working towards this)


						OTHER			1			11) Pathology manager  indirectly as they maintain the pathology QMS








						b) What grade of staff are they?


									Please tick


						MLA (Band 3)			3


						Associate Practitioner (Band 4)			1


						MTO (Band 4/5)


						BMS (Band 5/6)			1


						Senior BMS (Band 7)			11


						Clinical Scientist (Band 6/7)			1


						Chief BMS (Band 8a)			9


						Clinical Scientist (Band 8a)			2


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)


						Other (please indicate AfC Band)			1			15) Band 2 data entry staff








			3			Please indicate which documents are included in your QMS


									Please tick all that apply


						POCT Quality Manual			5			9, 21) in development 18) Part of Pathology Quality Manual


						POCT Quality Policy			14			9, 21) in development			20) Trust POCT Code of Practice (COP) in place for ALL POCT devices.  However the content and resource requirement does not match the Private lab SLA for glu/ket meters only


						Documents describing the POCT 


						 management activities			11


						planning			8


						operation			13


						quality objectives			10			7) currently still based on CPA standards but work ongoing to update our POCT quality manual to UKAS standards


						quality standards			8


						control of processes			12


						NO POCT-specific Documents/Policies			4			11) Path QMS has below but no specifically for POCT (policy, mgt activities, operation, control processes)





			4			Where do you document the following information relating to your POCT services


									POCT Manual (7, 8:in process)			POCT Policy			POCT Device SOP			Other (please specify)			Not documented


						POCT Team structure & contact details			3			5			6			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1			2


						Description of roles & responsibilities of POCT team and service users			3			12			4			Intranet: 1; Job descriptions:1; Trust/Viapath SLA and Trust POCT COP: 1; Role & responsiblities document: 1			2


						Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			3			10			2			Pathology Quality Manual: 1; Intranet: 1			3


						Description of scope of POCT services available (incl. devices, locations)			3			8			1			Intranet: 4 ; User Guide: 1 ; Pathology website: 1			2


						Procurement procedure of devices, reagents, consumables			3			10			3			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1			2


						Evaluation procedure			2			5			5			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; mTrust POCT COP:1			5


						Governance procedures			3			12			2			Trust generic policy:2			2


						Training & competency procedures			1			9			10			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			2


						User certification/re-certification			1			9			7			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1			3


						Device maintenance procedure						4			17			Intranet: 2; Qpulse Asset register:1			2


						Device error reporting pathway						4			14			Departmental QMS and Trust policies:  1  ; Intranet: 1;Qpulse Asset register:1			3


						Quality management & document control			3			6			5			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			4


						IQC & EQA procedures			1			6			17			Intranet: 1 ; Qpulse: 2 ; POCT EQA Scheme SOP: 1; Pathology server: 1			1


						Monitoring arrangements & reporting			2			7			9			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1			3			13) Set KPI's reported to POCT committee and quartely meetings with Managed service provider for POCT


						Examination procedures (incl. pre- and post-) & Reporting results			1			2			17						1


						Quality Improvement			1									Departmental QMS and Trust policies: 4 ; Pathology Quality Evaluation/ Improvement SOP: 2; Meeting minutes:1; POCT CoOrdinator keeps record: 1			5


						Clinical Incident reporting & recording follow-up						6			6			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8


						Other





			5			a) Do you have the following POCT documents?  b) And who controls them?


			a) No						a) yes			POCT TEAM/Manager			Departmental QMS			POCT IT System			On Device			LIMS			BME			WARD MANAGER			TRUST TRAINING DATABASE


			1			Device SOPs			18			18			1												1


			*1			Device user guide 			17			17			1												1


			*1			Device troubleshooting guides			16			16			1												1


			1			Device maintenance log			16			16			1												1


			1			Reagent control log			16			14			2			1									1


			1			Worksheet/sample record log			10			9			1						2			1						2


			1			Training register (list of who is trained)			18			18			1												1


			1			Staff Competency log (for individual staff)			18			14			1												1			3			1


						Other			Temp log: 1																											4) GOLD


			* 11) Supplier docs for glucose meters only, not doc controlled


			6			Do you record user satisfaction/feedback/complaints/user interaction?						recorded																								frequency																		review


									yes			POCT committee meeting mins			Qpulse (CA/PA) incl NCs			Datix / Trust Incident reporting system			Contract review meetings			User feedback form/survey			Pathology audit			BME/Path register/logbook/maintenance log			Emails kept			Weekly			Monthly			Quarterly			Annually			Ad hoc			Continual


						User satisfaction			10			1												2									1									2			2									3


						User feedback			16			4						1						4						1			2			1			1			3			2			4						10


						Problem resolution (corrective action)			16						1			3												5									1			1						3			1			5


						User complaints			18			2			6			6												2			1						2			1						3			1			7


						Complaint resolution			14			1			1			4												2			1						2			1						1			1			4


						External supplier issues			15			1			1			4			1									3												2			1			3			1			6


						Non-comformities (to policy or standards)			17						5			4									1			1									2			1						3			1			6


						Preventative action			13						4			1									1			2						1			2						1			1						6











			7			How do you record your POCT quality and technical records e.g. IQC, patient sample data, reagent logs? 


									Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Patient result log next to POCT device (e.g. handwritten, stickers)			2						10			4


						On POCT device (Internal storage)			11			15			4			6


						Device logs backed up onto separate server			8			11						1


						Remote POCT management system			14			13			2			3


						Integrated into LIMS			4			4						1


						Paper / electronic copy kept in POCT office			1			1			3			1


						Other			1 (11:manually transcribed into EPR)			2			2 (7:transcribed into EPR)			4  (7 & 11:transcribed into EPR, 8: in patient notes)


												 (4: integrated into ICU IT system, 11: Print out scanned into electronic patient record)


						(Question 7 continued)			Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Patient result log next to POCT device (e.g. handwritten, stickers)			5			7			5			5			7) apart from the networked devices (i.e. glucose, ketones & blood gas analysers) which transmit results automatically to LIMS/HIS, we trasncribe all other results onto HIS/EPR. The only exception is FBC results which are printed off the analyser and scanned directly into EPR


						On POCT device (Internal storage)			7			10			5			1


						Device logs backed up onto separate server			4			1			5


						Remote POCT management system			4			2			8			1			11) iSTAT maintained by radiology


						Integrated into LIMS			2			1			1


						Paper / electronic copy kept in POCT office			1			1			1


						Other


						patient notes			2			2			1			2


						EPR			1  (7:transcribed into EPR)








			8			Who performs the following quality management tasks?


									POCT MANAGER/ COORDINATOR/ TEAM			PROCUREMENT			ICT			OPERATORS			CLINICAL SCIENTISTS/LAB STAFF			CLINICAL LEADS/WARD MANAGER			POCT COMMITTEE			OTHER


						Procures POCT devices, reagents (including IQC/EQA material), IT systems			16			5			3						1			2			2 (7: overall responsibility)			3) Pathology POC team either directly procures or supports procurement undertaken by clinical areas through POC committee, 11) Biochem initially procured glucose meters, but no longer can. 16) BME


						Evaluate/select POCT devices, reagents (including IQC/EQA material), systems			17									1 (7:assist in evaluation)			6			3			1


						Establish documented quality policy and protocols			15												1			1			1			Quality team/manager: 45; POCT Clinical Lead: 1


						Establish allocated duties and responsibilites for staff performing POCT			14												2			6			3 (7:prior to implementation of device)


						Perform IQC specimen testing on POCT device			3									20			1									4) Automatically done on BG analysers


						Perform EQA specimen testing on POCT device			7(1x Blood gas only)									18			2 : 11) only for lab urinalysis & pregnancy testing									11) None done for glucose meters, 


						Review/ respond to IQC performance			18									2			1									17) Auto lock-out on glucose, ketones & BGs


						Review/ respond to EQA performance			19									2 (4: except BG)			3			2			1			6) Quality team


						Review device performance (cost-benefit analysis)			13			1						1 (7: With POCT team)			1			3			1			6)Finance; Managed service contract review


						Review clinical effectiveness of POCT services			13									1 (7: With POCT team)			2			5			1			POCT Clinical Lead: 1


						Review expenditure on POCT services (incl. consumables, service contracts etc)			16			4									2			1						Diabetes team (gHb); Pharmacy (ketones, coag, glucometers)


																														clinical business manager:1


																														15)Finance


			Section 4: POCT Service Operation


			1			Who is responsible for training clinical staff in the use of POCT devices?


									trains POCT coord			link trainers			End users


						Manufacturer			6			3			7


						POCT Coordinator/Manager/team									11


						Link trainers/cascade training									15


						BME									1


						Other									11) No one responsible for training for blood gas analysis. Biochemistry occasionally get asked to train people for pregnancy testing.


															16) Biochemistry staff


			2			Does the training include the following?			Please tick all that apply


						Sample collection type/procedure/storage			19


						Sample identification/ recording/reporting procedure			19


						Clinical utility of the test and its limitations			19


						Understanding of the analytical procedure			18


						Reagent storage requirements			19


						Quality Control and Quality Assurance procedures			19


						Technical limitations of the device			19


						Appropriate response to results that fall outside of predefined limits			19


						Infection control procedures			19


						Correct documentation and maintenance of the results			18


						Troubleshooting procedure or action to take in case of device failure			19


						Maintenance of the device			19


						Opportunity for feedback on the training			12





			3			How are staff competencies assessed/recorded?





						During training session			15


						Ongoing competency assessment			3


						Middleware checks			3			17) for connected devices only


						POCT Database record			6			3) glucose & blood gases


						T&C Log record/Checklist			5


						Monthly training for POC staff by manufacturer			1


						Written & practical assessment			2


						Electronicaly setup methods			2


						Ward staff asked to assess comptency of staff			1			15) not always successful. Not possible to force competency review


						e-learning register			2


			4			 How do you ensure staff maintain competencies on the devices they have been trained on?





						Initial training only			3			3) all POCT excl. glucometers, 11) No ongoing assessment


						Ongoing competency assessment			1


						Link trainers			1


						Middleware checks			4			2 & 5) The middleware system can check the activity of the users and the number of successful tests they performed. Staff are deemed competent if they have carried out x20  patient tests and X10 QC results. ; 4)  criteria is set, which if its not achieved the user is kicked off the system and therefore unable to use the device until an update training is given.


						Annual training			1			3) glucose only, 


						Competency renewal every 1/2 yrs			3			17) connected devices, barcodes re-activated if user performed 5x pt test in the last 3 months


						Refresher training/schedule			1


						Networked devices give password expiry date			6


						POCT team regularly reviews training database & contacts staff/managers			2			7) not as efficient as networked devices


						e-learning/observation/questionnaire			4			12) lock-out once the e-learning licences expire.


						Ward manager appraisal			1





			5			Who is responsible for maintaining records of training/attestation/re-training?





						POCT Coordinator/Manager/Team			17


						Ward manager			5


						POCT Committee			1			7) Ultimate responsibility, POCT team reports to committee 


						Biochemistry Dept			1			11) partial record keeping, not robust, possibly local documentation


						BME			1


						Operators themselves			2





			6			What level of support does the main POCT management team provide?


												Please give details


												Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Setting up Service Level Agreements						14			12			11			10


						Providing advice to clinical departments on procurring POCT devices						19			17			15			15


						Providing advice to clinical departments on use of POCT devices						19			19			16			15


						Provide training to clinical users: 


						a) POCT team-led training (e.g. face-to-face)						19			16			15			13


						b) e-Learning						10			5			1			1


						c) Device Manufacturer-led training 						19			15			13			11


						Provide guidance on IQC						19			16			13			13


						Provide guidance on EQA						19			16			14			13


						Perform audit on POCT performance/use						17			13			12			10


						Manage LIMS connectivity						13			9			5			5





						(Question 6. continued)


												Please give details


												Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Setting up Service Level Agreements						11			11			12			4


						Providing advice to clinical departments on procurring POCT devices						12			16			16			5


						Providing advice to clinical departments on use of POCT devices						12			16			16			5


						Provide training to clinical users:


						a) POCT team-led training (e.g. face-to-face)						12			12			15			2


						b) e-Learning						1			1			3


						c) Device Manufacturer-led training 						12			13			15			5


						Provide guidance on IQC						13			16			16			5


						Provide guidance on EQA						13			16			16			4


						Perform audit on POCT performance/use						10			12			13			4


						Manage LIMS connectivity						5			6			7			1





						Many thanks for completing this questionnaire. 


						The findings of this audit will be presented on 28th April 2017. Further details to follow.





						Please return completed questionnaires either by e-mail to nikola.costa@gosh.nhs.uk or to the postal address FAO: Nikola Costa,  Level 5 Camelia Botnar Laboratories, Great Ormond Street Hospital, Great Ormond Street, London, WC1N 3JH





						Submission deadline: 31/03/2017





						Question 7: Please list the number of staff in your POCT Team, their position/role and their grade. 








NO	WORKING TOWARDS	APPLIED FOR	CONSIDERING APPLYING	2	15	4	





Accredited to CPA standards	UKAS (ISO) accredited to ISO 15189	No  accreditation 	11	8	1	
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Clinical Biochemistry	Other pathology discipline	Multi-disciplinary management group	Pathology Manager	Other	6	1	9	5	7	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	2	11	8	14	4	1	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	15	11	13	4	1	2	
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			TAG Audit on Point of Care Accreditation Status - COLLATED RESULTS


			Section 1: Your hospital & patient population





			2			Please indicate with a Tick, what type of hospital you work for





									Yes


						District General Hospital			13			6) group if 5x DGHs


						Teaching Hospital			6


						Teaching & DGH			3


						Tertiary referral hospital			4


						Tertiary & DGH


									26


			3			Are your pathology or POCT services managed by a private company/partnership or by an NHS trust?


						Please tick all that apply			NHS			Private company/partnership


						Pathology only			14			4


						POCT only			13			2





			4			Which services / devices is your POCT team are responsible for?


						Please tick all that apply			Yes


						Glucometers			19


						Blood Gas Analysers			17


						Pregnancy testing			15


						Urinalysis			14


						Coagulation meters			15


						HBa1C			17


						Ketone meters 			17


						Other POCT devices (please specify)


						Thromboelstography (TEG)			2


						Hemocue			6


						Bilirubinometer			8


						FBC (Pochi)			3


						fFN			10


						AQT90 (Tn, d-dimer, BNP, bhCG, CRP)			3


						PROM (Premature Rupture of Membranes)			3			pH of amniotic fluid


						HIV			3


						RSV (Respiratory Syncytial Virus)			3


						Nephrocheck (AKI), TIMP-2 and IGFBP-7)			1


						Urine drugs of abuse			1


						Cardiac reader 			1


						Haemochron			3


						iSTAT			1





			Section 2: POCT Accreditation


						What is your current POCT accreditation status?


			1a						Please tick


						Accredited to CPA standards


						UKAS (ISO) accredited to ISO 22870:2006 or 2016


						No POCT accreditation (just lab accreditation to UKAS (CPA or ISO 15189)			19





			1b			If you do not have UKAS accreditation for POCT, are you working towards this, do you have an inspection scheduled?


						Please give details


						YES


						NO			2			11) not working towards it. Have no dedicated POCT staff so would not pass!									21) Working towards ISO 9001:2015 only (sets out the criteria for a quality management system)


						WORKING TOWARDS			15			13) Ensuring patient saftey and addressing high risk POCT issues first.


						APPLIED FOR


						CONSIDERING APPLYING			4			3) The main laboratory has recently gained ISO 15189 accrediation and we are considering applying for POC accrediation. 


												The plan would be to start with a small scope and expand. Currently staffing for POC support is an issue and we need to expand the team before we could progress work towards accreditation





			2			Does your clinical biochemistry laboratory have UKAS accreditation?


									Please tick


						Accredited to CPA standards			11


						UKAS (ISO) accredited to ISO 15189			8


						No  accreditation 			1








			Section 3: POCT Organisation & Management


			1			Who has overall management of POCT in your trust?


			                           						Yes, (please give details)


						Clinical Biochemistry			6			Cons. CS: 2			POCT CoOrdinator: 1			Quality Manager: 1


						Other pathology discipline			1												17) POCT reporting to general Path Manager but working towards own mgt group


						Multi-disciplinary management group			9												11) POCT Committee, no active involvment in managing devices, 16) Chaired by A&E Cons,			6) Accountable to Path Clinical Governance committee, Board & Trust executive boards


						Pathology Manager			5


						Other			7			Mixed responsibility: 3			DEDICATED POCT MANAGER/TEAM:4			20) SLA between Trust and Private Org. limits the POCT team's responsibility to governance of glucose/ketone meters ONLY.  POCT run by Biochemistry Operations Manager. ITU manage BGs, The Trust POCT Committee has a governance role but there is no  overall operational control of POCT in the Trust.


												11)Clinical biochemistry look after glucose meters, pregnancy testing and EQA for BGs. BME look after BGs, no responsibilities for urinalysis, coag meters managed by theatres, iSTAT managed by radiology


												15)  Pathology contract is overseen by the Clinical Support Diviion, which is who also overseas the Trust POCT department





			2			Apart from your POCT team, do you have any help from any other department i.e. Biomedical Engineering


						YES			11			16)Private path company manage BGs during normal working hours


						NO			6


						BME			6


						Medical Devices Committee			2


						Medical Physics			1


						IT dept			2


						Training dept			1


						Device manufacturer			1


						Pharmacy			1			10) glucose meter supplies





			3			Does your trust have a POCT committee? If yes, which staff groups are involved?


						YES			18


						NO			1			16) in development


						CLINICAL STAFF (EG. NURSES/DOCS)			18			20)  All of the groups mentioned are invited to the meetings, receive the minutes and new device requests for approval.  However there is VERY poor attendance from all groups except Clinical Biochemistry and MEMS.


						BME/Clinical Engineering/Medical Devices			15


						PATHOLOGY/QM			14


						IT			10


						PHARMACY			10


						PROCUREMENT			7


						Infection Control			6


						Clinical Governance&Safety			5


						RISK MANAGEMENT			3


						Learning/Development/Educatation Team/practice educator			3


						Finance			3


						Community reps			2


						MEDICAL PHYSICS			1


						Information Communication Technology officer			1


						Each DGH trust in group has sub-committee			1


						OTHER			1





			4			a) Does your trust have a designated POCT Manager/Co-Ordinator? (i.e. a role which oversees overall management of POCT services for the trust)


									Please tick


						Yes			21


						No			2





						b) If yes, what grade of staff are they?


									Please tick


						MLA (Band 3)			2


						Associate Practitioner (Band 4)


						MTO (Band 4/5)


						BMS (Band 5/6)


						Senior BMS (Band 7)			14			1,2,5)Trust


						Clinical Scientist (Band 6/7)


						Chief BMS (Band 8a)			2


						Clinical Scientist (Band 8a)			10			1,2, 5) Network, 3) Quality manager support


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)			1			3)Cons.CS support


						Clinical Scientist (Band 9)			1			6) POCT Lead








			Section 3: Quality Management System


			1			Does your POCT service have a separate quality management system to your main lab QMS?





									Please tick


						Yes			4


						No			16





			1b			If no, do you use your lab QMS for POCT documents?


			1,2 & 5)			YES			9


						Use same templates, make documents POCT/device-specific			3


						NO			2


						iPassport used for both Path & POCT QMS			1			11) No POCT documents/policies, 15) in development








			2			a) Who maintains your POCT document control? 





						POCT MANAGER/COORDINATOR/TEAM			17


						QUALITY MANAGER/TEAM			3			Qpulse QM software: 2 (1x lab working towards this)


						OTHER			1			11) Pathology manager  indirectly as they maintain the pathology QMS








						b) What grade of staff are they?


									Please tick


						MLA (Band 3)			3


						Associate Practitioner (Band 4)			1


						MTO (Band 4/5)


						BMS (Band 5/6)			1


						Senior BMS (Band 7)			11


						Clinical Scientist (Band 6/7)			1


						Chief BMS (Band 8a)			9


						Clinical Scientist (Band 8a)			2


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)


						Other (please indicate AfC Band)			1			15) Band 2 data entry staff








			3			Please indicate which documents are included in your QMS


									Please tick all that apply


						POCT Quality Manual			5			9, 21) in development 18) Part of Pathology Quality Manual


						POCT Quality Policy			14			9, 21) in development			20) Trust POCT Code of Practice (COP) in place for ALL POCT devices.  However the content and resource requirement does not match the Private lab SLA for glu/ket meters only


						Documents describing the POCT 


						 management activities			11


						planning			8


						operation			13


						quality objectives			10			7) currently still based on CPA standards but work ongoing to update our POCT quality manual to UKAS standards


						quality standards			8


						control of processes			12


						NO POCT-specific Documents/Policies			4			11) Path QMS has below but no specifically for POCT (policy, mgt activities, operation, control processes)





			4			Where do you document the following information relating to your POCT services


									POCT Manual (7, 8:in process)			POCT Policy			POCT Device SOP			Other (please specify)			Not documented


						POCT Team structure & contact details			3			5			6			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1			2


						Description of roles & responsibilities of POCT team and service users			3			12			4			Intranet: 1; Job descriptions:1; Trust/Viapath SLA and Trust POCT COP: 1; Role & responsiblities document: 1			2


						Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			3			10			2			Pathology Quality Manual: 1; Intranet: 1			3


						Description of scope of POCT services available (incl. devices, locations)			3			8			1			Intranet: 4 ; User Guide: 1 ; Pathology website: 1			2


						Procurement procedure of devices, reagents, consumables			3			10			3			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1			2


						Evaluation procedure			2			5			5			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; mTrust POCT COP:1			5


						Governance procedures			3			12			2			Trust generic policy:2			2


						Training & competency procedures			1			9			10			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			2


						User certification/re-certification			1			9			7			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1			3


						Device maintenance procedure						4			17			Intranet: 2; Qpulse Asset register:1			2


						Device error reporting pathway						4			14			Departmental QMS and Trust policies:  1  ; Intranet: 1;Qpulse Asset register:1			3


						Quality management & document control			3			6			5			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			4


						IQC & EQA procedures			1			6			17			Intranet: 1 ; Qpulse: 2 ; POCT EQA Scheme SOP: 1; Pathology server: 1			1


						Monitoring arrangements & reporting			2			7			9			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1			3			13) Set KPI's reported to POCT committee and quartely meetings with Managed service provider for POCT


						Examination procedures (incl. pre- and post-) & Reporting results			1			2			17						1


						Quality Improvement			1									Departmental QMS and Trust policies: 4 ; Pathology Quality Evaluation/ Improvement SOP: 2; Meeting minutes:1; POCT CoOrdinator keeps record: 1			5


						Clinical Incident reporting & recording follow-up						6			6			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8


						Other





			5			a) Do you have the following POCT documents?  b) And who controls them?


			a) No						a) yes			POCT TEAM/Manager			Departmental QMS			POCT IT System			On Device			LIMS			BME			WARD MANAGER			TRUST TRAINING DATABASE


			1			Device SOPs			18			18			1												1


			*1			Device user guide 			17			17			1												1


			*1			Device troubleshooting guides			16			16			1												1


			1			Device maintenance log			16			16			1												1


			1			Reagent control log			16			14			2			1									1


			1			Worksheet/sample record log			10			9			1						2			1						2


			1			Training register (list of who is trained)			18			18			1												1


			1			Staff Competency log (for individual staff)			18			14			1												1			3			1


						Other			Temp log: 1																											4) GOLD


			* 11) Supplier docs for glucose meters only, not doc controlled


			6			Do you record user satisfaction/feedback/complaints/user interaction?						recorded																								frequency																		review


									yes			POCT committee meeting mins			Qpulse (CA/PA) incl NCs			Datix / Trust Incident reporting system			Contract review meetings			User feedback form/survey			Pathology audit			BME/Path register/logbook/maintenance log			Emails kept			Weekly			Monthly			Quarterly			Annually			Ad hoc			Continual


						User satisfaction			10			1												2									1									2			2									3


						User feedback			16			4						1						4						1			2			1			1			3			2			4						10


						Problem resolution (corrective action)			16						1			3												5									1			1						3			1			5


						User complaints			18			2			6			6												2			1						2			1						3			1			7


						Complaint resolution			14			1			1			4												2			1						2			1						1			1			4


						External supplier issues			15			1			1			4			1									3												2			1			3			1			6


						Non-comformities (to policy or standards)			17						5			4									1			1									2			1						3			1			6


						Preventative action			13						4			1									1			2						1			2						1			1						6











			7			How do you record your POCT quality and technical records e.g. IQC, patient sample data, reagent logs? 


									Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Patient result log next to POCT device (e.g. handwritten, stickers)			2						10			4


						On POCT device (Internal storage)			11			15			4			6


						Device logs backed up onto separate server			8			11						1


						Remote POCT management system			14			13			2			3


						Integrated into LIMS			4			4						1


						Paper / electronic copy kept in POCT office			1			1			3			1


						Other			1 (11:manually transcribed into EPR)			2			2			4


												 (4: integrated into ICU IT system, 11: Print out scanned into electronic patient record)			(7:transcribed into EPR)			(7 & 11:transcribed into EPR, 8: in patient notes)


						(Question 7 continued)			Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Patient result log next to POCT device (e.g. handwritten, stickers)			5			7			5			5			7) apart from the networked devices (i.e. glucose, ketones & blood gas analysers) which transmit results automatically to LIMS/HIS, we trasncribe all other results onto HIS/EPR. The only exception is FBC results which are printed off the analyser and scanned directly into EPR


						On POCT device (Internal storage)			7			10			5			1


						Device logs backed up onto separate server			4			1			5


						Remote POCT management system			4			2			8			1			11) iSTAT maintained by radiology


						Integrated into LIMS			2			1			1


						Paper / electronic copy kept in POCT office			1			1			1


						Other


						patient notes			2			2			1			2


						EPR			1  (7:transcribed into EPR)








			8			Who performs the following quality management tasks?


									POCT MANAGER/ COORDINATOR/ TEAM			PROCUREMENT			ICT			OPERATORS			CLINICAL SCIENTISTS/LAB STAFF			CLINICAL LEADS/WARD MANAGER			POCT COMMITTEE			OTHER


						Procures POCT devices, reagents (including IQC/EQA material), IT systems			16			5			3						1			2			2 (7: overall responsibility)			3) Pathology POC team either directly procures or supports procurement undertaken by clinical areas through POC committee, 11) Biochem initially procured glucose meters, but no longer can. 16) BME


						Evaluate/select POCT devices, reagents (including IQC/EQA material), systems			17									1 (7:assist in evaluation)			6			3			1


						Establish documented quality policy and protocols			15												1			1			1			Quality team/manager: 45; POCT Clinical Lead: 1


						Establish allocated duties and responsibilites for staff performing POCT			14												2			6			3 (7:prior to implementation of device)


						Perform IQC specimen testing on POCT device			3									20			1									4) Automatically done on BG analysers


						Perform EQA specimen testing on POCT device			7(1x Blood gas only)									18			2 : 11) only for lab urinalysis & pregnancy testing									11) None done for glucose meters, 


						Review/ respond to IQC performance			18									2			1									17) Auto lock-out on glucose, ketones & BGs


						Review/ respond to EQA performance			19									2 (4: except BG)			3			2			1			6) Quality team


						Review device performance (cost-benefit analysis)			13			1						1 (7: With POCT team)			1			3			1			6)Finance; Managed service contract review


						Review clinical effectiveness of POCT services			13									1 (7: With POCT team)			2			5			1			POCT Clinical Lead: 1


						Review expenditure on POCT services (incl. consumables, service contracts etc)			16			4									2			1						Diabetes team (gHb); Pharmacy (ketones, coag, glucometers)


																														clinical business manager:1


																														15)Finance


			Section 4: POCT Service Operation


			1			Who is responsible for training clinical staff in the use of POCT devices?


									trains POCT coord			link trainers			End users


						Manufacturer			6			3			7


						POCT Coordinator/Manager/team									11


						Link trainers/cascade training									15


						BME									1


						Other									11) No one responsible for training for blood gas analysis. Biochemistry occasionally get asked to train people for pregnancy testing.


															16) Biochemistry staff


			2			Does the training include the following?			Please tick all that apply


						Sample collection type/procedure/storage			19


						Sample identification/ recording/reporting procedure			19


						Clinical utility of the test and its limitations			19


						Understanding of the analytical procedure			18


						Reagent storage requirements			19


						Quality Control and Quality Assurance procedures			19


						Technical limitations of the device			19


						Appropriate response to results that fall outside of predefined limits			19


						Infection control procedures			19


						Correct documentation and maintenance of the results			18


						Troubleshooting procedure or action to take in case of device failure			19


						Maintenance of the device			19


						Opportunity for feedback on the training			12





			3			How are staff competencies assessed/recorded?





						During training session			15


						Ongoing competency assessment			3


						Middleware checks			3			17) for connected devices only


						POCT Database record			6			3) glucose & blood gases


						T&C Log record/Checklist			5


						Monthly training for POC staff by manufacturer			1


						Written & practical assessment			2


						Electronicaly setup methods			2


						Ward staff asked to assess comptency of staff			1			15) not always successful. Not possible to force competency review


						e-learning register			2


			4			 How do you ensure staff maintain competencies on the devices they have been trained on?





						Initial training only			3			3) all POCT excl. glucometers, 11) No ongoing assessment


						Ongoing competency assessment			1


						Link trainers			1


						Middleware checks			4			2 & 5) The middleware system can check the activity of the users and the number of successful tests they performed. Staff are deemed competent if they have carried out x20  patient tests and X10 QC results. ; 4)  criteria is set, which if its not achieved the user is kicked off the system and therefore unable to use the device until an update training is given.


						Annual training			1			3) glucose only, 


						Competency renewal every 1/2 yrs			3			17) connected devices, barcodes re-activated if user performed 5x pt test in the last 3 months


						Refresher training/schedule			1


						Networked devices give password expiry date			6


						POCT team regularly reviews training database & contacts staff/managers			2			7) not as efficient as networked devices


						e-learning/observation/questionnaire			4			12) lock-out once the e-learning licences expire.


						Ward manager appraisal			1





			5			Who is responsible for maintaining records of training/attestation/re-training?





						POCT Coordinator/Manager/Team			17


						Ward manager			5


						POCT Committee			1			7) Ultimate responsibility, POCT team reports to committee 


						Biochemistry Dept			1			11) partial record keeping, not robust, possibly local documentation


						BME			1


						Operators themselves			2





			6			What level of support does the main POCT management team provide?


												Please give details


												Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Setting up Service Level Agreements						14			12			11			10


						Providing advice to clinical departments on procurring POCT devices						19			17			15			15


						Providing advice to clinical departments on use of POCT devices						19			19			16			15


						Provide training to clinical users: 


						a) POCT team-led training (e.g. face-to-face)						19			16			15			13


						b) e-Learning						10			5			1			1


						c) Device Manufacturer-led training 						19			15			13			11


						Provide guidance on IQC						19			16			13			13


						Provide guidance on EQA						19			16			14			13


						Perform audit on POCT performance/use						17			13			12			10


						Manage LIMS connectivity						13			9			5			5





						(Question 6. continued)


												Please give details


												Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Setting up Service Level Agreements						11			11			12			4


						Providing advice to clinical departments on procurring POCT devices						12			16			16			5


						Providing advice to clinical departments on use of POCT devices						12			16			16			5


						Provide training to clinical users:


						a) POCT team-led training (e.g. face-to-face)						12			12			15			2


						b) e-Learning						1			1			3


						c) Device Manufacturer-led training 						12			13			15			5


						Provide guidance on IQC						13			16			16			5


						Provide guidance on EQA						13			16			16			4


						Perform audit on POCT performance/use						10			12			13			4


						Manage LIMS connectivity						5			6			7			1





						Many thanks for completing this questionnaire. 


						The findings of this audit will be presented on 28th April 2017. Further details to follow.





						Please return completed questionnaires either by e-mail to nikola.costa@gosh.nhs.uk or to the postal address FAO: Nikola Costa,  Level 5 Camelia Botnar Laboratories, Great Ormond Street Hospital, Great Ormond Street, London, WC1N 3JH





						Submission deadline: 31/03/2017





						Question 7: Please list the number of staff in your POCT Team, their position/role and their grade. 








NO	WORKING TOWARDS	APPLIED FOR	CONSIDERING APPLYING	2	15	4	





Accredited to CPA standards	UKAS (ISO) accredited to ISO 15189	No  accreditation 	11	8	1	


12





Clinical Biochemistry	Other pathology discipline	Multi-disciplinary management group	Pathology Manager	Other	6	1	9	5	7	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	2	11	8	14	4	1	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	10	4	2	3	2	
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			12			Barking, Havering & Redbridge University Hospitals NHS Trust 
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			17			Northwick Park Hospital
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			19			Southend University Hospital


			20			ViaPath_St Thomas'


			21			William Harvey Hospital, Ashford
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			Training & competency procedures			9			10									Training & competency procedures			9			10
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			Device error reporting pathway			4			14									Governance procedures			12			2
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						Other (please specify)			Departmental QMS/Trust policies			Intranet			Qpulse/Datix/Trust Incident reporting system			Pathology/POCT SOP			Meeting  minutes			Job Descriptions			User guide			Other log


			Device error reporting pathway			Departmental QMS and Trust policies:  1  ; Intranet: 1;Qpulse Asset register:1			1			1			1


			Quality Improvement			Departmental QMS and Trust policies: 4 ; Pathology Quality Evaluation/ Improvement SOP: 2; Meeting minutes:1; POCT CoOrdinator keeps record: 1			4									2			1									1


			Clinical Incident reporting & recording follow-up			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8			4						8


			Training & competency procedures			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			1			1			2			1												1


			IQC & EQA procedures			Intranet: 1 ; Qpulse: 2 ; POCT EQA Scheme SOP: 1; Pathology server: 1						1			2			1												1


			Description of roles & responsibilities of POCT team and service users			Intranet: 1; Job descriptions:1; Trust/Viapath SLA and Trust POCT COP: 1; Role & responsiblities document: 1			1			1												2


			User certification/re-certification			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1						2						1			1									2


			Device maintenance procedure			Intranet: 2; Qpulse Asset register:1						2


			Description of scope of POCT services available (incl. devices, locations)			Intranet: 4 ; User Guide: 1 ; Pathology website: 1						4															1			1


			POCT Team structure & contact details			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1						4						1									2


			Evaluation procedure			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; Trust POCT COP:1									2			8


			Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			Pathology Quality Manual: 1; Intranet: 1						1						1


			Monitoring arrangements & reporting			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1									2			1												2


			Quality management & document control			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			3			2			6


			Procurement procedure of devices, reagents, consumables			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1												10


			Governance procedures			Trust generic policy:2			2									2


			Examination procedures (incl. pre- and post-) & Reporting results


						Patient result log next to POCT device (e.g. handwritten, stickers)			On POCT device (Internal storage)			Device logs backed up onto separate server			Remote POCT management system			Integrated into LIMS			Paper / electronic copy kept in POCT office


			Glucometers			2			11			8			14			4			1


			Blood Gas Analysers						15			11			13			4			1


			Pregnancy testing			10			4						2						3


			Urinalysis			4			6			1			3			1			1
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			TAG Audit on Point of Care Accreditation Status - COLLATED RESULTS


			Section 1: Your hospital & patient population





			2			Please indicate with a Tick, what type of hospital you work for





									Yes


						District General Hospital			13			6) group if 5x DGHs


						Teaching Hospital			6


						Teaching & DGH			3


						Tertiary referral hospital			4


						Tertiary & DGH


									26


			3			Are your pathology or POCT services managed by a private company/partnership or by an NHS trust?


						Please tick all that apply			NHS			Private company/partnership


						Pathology only			14			4


						POCT only			13			2





			4			Which services / devices is your POCT team are responsible for?


						Please tick all that apply			Yes


						Glucometers			19


						Blood Gas Analysers			17


						Pregnancy testing			15


						Urinalysis			14


						Coagulation meters			15


						HBa1C			17


						Ketone meters 			17


						Other POCT devices (please specify)


						Thromboelstography (TEG)			2


						Hemocue			6


						Bilirubinometer			8


						FBC (Pochi)			3


						fFN			10


						AQT90 (Tn, d-dimer, BNP, bhCG, CRP)			3


						PROM (Premature Rupture of Membranes)			3			pH of amniotic fluid


						HIV			3


						RSV (Respiratory Syncytial Virus)			3


						Nephrocheck (AKI), TIMP-2 and IGFBP-7)			1


						Urine drugs of abuse			1


						Cardiac reader 			1


						Haemochron			3


						iSTAT			1





			Section 2: POCT Accreditation


						What is your current POCT accreditation status?


			1a						Please tick


						Accredited to CPA standards


						UKAS (ISO) accredited to ISO 22870:2006 or 2016


						No POCT accreditation (just lab accreditation to UKAS (CPA or ISO 15189)			19





			1b			If you do not have UKAS accreditation for POCT, are you working towards this, do you have an inspection scheduled?


						Please give details


						YES


						NO			2			11) not working towards it. Have no dedicated POCT staff so would not pass!									21) Working towards ISO 9001:2015 only (sets out the criteria for a quality management system)


						WORKING TOWARDS			15			13) Ensuring patient saftey and addressing high risk POCT issues first.


						APPLIED FOR


						CONSIDERING APPLYING			4			3) The main laboratory has recently gained ISO 15189 accrediation and we are considering applying for POC accrediation. 


												The plan would be to start with a small scope and expand. Currently staffing for POC support is an issue and we need to expand the team before we could progress work towards accreditation





			2			Does your clinical biochemistry laboratory have UKAS accreditation?


									Please tick


						Accredited to CPA standards			11


						UKAS (ISO) accredited to ISO 15189			8


						No  accreditation 			1








			Section 3: POCT Organisation & Management


			1			Who has overall management of POCT in your trust?


			                           						Yes, (please give details)


						Clinical Biochemistry			6			Cons. CS: 2			POCT CoOrdinator: 1			Quality Manager: 1


						Other pathology discipline			1												17) POCT reporting to general Path Manager but working towards own mgt group


						Multi-disciplinary management group			9												11) POCT Committee, no active involvment in managing devices, 16) Chaired by A&E Cons,			6) Accountable to Path Clinical Governance committee, Board & Trust executive boards


						Pathology Manager			5


						Other			7			Mixed responsibility: 3			DEDICATED POCT MANAGER/TEAM:4			20) SLA between Trust and Private Org. limits the POCT team's responsibility to governance of glucose/ketone meters ONLY.  POCT run by Biochemistry Operations Manager. ITU manage BGs, The Trust POCT Committee has a governance role but there is no  overall operational control of POCT in the Trust.


												11)Clinical biochemistry look after glucose meters, pregnancy testing and EQA for BGs. BME look after BGs, no responsibilities for urinalysis, coag meters managed by theatres, iSTAT managed by radiology


												15)  Pathology contract is overseen by the Clinical Support Diviion, which is who also overseas the Trust POCT department





			2			Apart from your POCT team, do you have any help from any other department i.e. Biomedical Engineering


						YES			11			16)Private path company manage BGs during normal working hours


						NO			6


						BME			6


						Medical Devices Committee			2


						Medical Physics			1


						IT dept			2


						Training dept			1


						Device manufacturer			1


						Pharmacy			1			10) glucose meter supplies





			3			Does your trust have a POCT committee? If yes, which staff groups are involved?


						YES			18


						NO			1			16) in development


						CLINICAL STAFF (EG. NURSES/DOCS)			18			20)  All of the groups mentioned are invited to the meetings, receive the minutes and new device requests for approval.  However there is VERY poor attendance from all groups except Clinical Biochemistry and MEMS.


						BME/Clinical Engineering/Medical Devices			15


						PATHOLOGY/QM			14


						IT			10


						PHARMACY			10


						PROCUREMENT			7


						Infection Control			6


						Clinical Governance&Safety			5


						RISK MANAGEMENT			3


						Learning/Development/Educatation Team/practice educator			3


						Finance			3


						Community reps			2


						MEDICAL PHYSICS			1


						Information Communication Technology officer			1


						Each DGH trust in group has sub-committee			1


						OTHER			1





			4			a) Does your trust have a designated POCT Manager/Co-Ordinator? (i.e. a role which oversees overall management of POCT services for the trust)


									Please tick


						Yes			21


						No			2





						b) If yes, what grade of staff are they?


									Please tick


						MLA (Band 3)			2


						Associate Practitioner (Band 4)


						MTO (Band 4/5)


						BMS (Band 5/6)


						Senior BMS (Band 7)			14			1,2,5)Trust


						Clinical Scientist (Band 6/7)


						Chief BMS (Band 8a)			2


						Clinical Scientist (Band 8a)			10			1,2, 5) Network, 3) Quality manager support


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)			1			3)Cons.CS support


						Clinical Scientist (Band 9)			1			6) POCT Lead








			Section 3: Quality Management System


			1			Does your POCT service have a separate quality management system to your main lab QMS?





									Please tick


						Yes			4


						No			16





			1b			If no, do you use your lab QMS for POCT documents?


			1,2 & 5)			YES			9


						Use same templates, make documents POCT/device-specific			3


						NO			2


						iPassport used for both Path & POCT QMS			1			11) No POCT documents/policies, 15) in development








			2			a) Who maintains your POCT document control? 





						POCT MANAGER/COORDINATOR/TEAM			17


						QUALITY MANAGER/TEAM			3			Qpulse QM software: 2 (1x lab working towards this)


						OTHER			1			11) Pathology manager  indirectly as they maintain the pathology QMS








						b) What grade of staff are they?


									Please tick


						MLA (Band 3)			3


						Associate Practitioner (Band 4)			1


						MTO (Band 4/5)


						BMS (Band 5/6)			1


						Senior BMS (Band 7)			11


						Clinical Scientist (Band 6/7)			1


						Chief BMS (Band 8a)			9


						Clinical Scientist (Band 8a)			2


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)


						Other (please indicate AfC Band)			1			15) Band 2 data entry staff








			3			Please indicate which documents are included in your QMS


									Please tick all that apply


						POCT Quality Manual			5			9, 21) in development 18) Part of Pathology Quality Manual


						POCT Quality Policy			14			9, 21) in development			20) Trust POCT Code of Practice (COP) in place for ALL POCT devices.  However the content and resource requirement does not match the Private lab SLA for glu/ket meters only


						Documents describing the POCT 


						 management activities			11


						planning			8


						operation			13


						quality objectives			10			7) currently still based on CPA standards but work ongoing to update our POCT quality manual to UKAS standards


						quality standards			8


						control of processes			12


						NO POCT-specific Documents/Policies			4			11) Path QMS has below but no specifically for POCT (policy, mgt activities, operation, control processes)





			4			Where do you document the following information relating to your POCT services


									POCT Manual (7, 8:in process)			POCT Policy			POCT Device SOP			Other (please specify)			Not documented


						POCT Team structure & contact details			3			5			6			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1			2


						Description of roles & responsibilities of POCT team and service users			3			12			4			Intranet: 1; Job descriptions:1; Trust/Viapath SLA and Trust POCT COP: 1; Role & responsiblities document: 1			2


						Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			3			10			2			Pathology Quality Manual: 1; Intranet: 1			3


						Description of scope of POCT services available (incl. devices, locations)			3			8			1			Intranet: 4 ; User Guide: 1 ; Pathology website: 1			2


						Procurement procedure of devices, reagents, consumables			3			10			3			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1			2


						Evaluation procedure			2			5			5			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; mTrust POCT COP:1			5


						Governance procedures			3			12			2			Trust generic policy:2			2


						Training & competency procedures			1			9			10			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			2


						User certification/re-certification			1			9			7			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1			3


						Device maintenance procedure						4			17			Intranet: 2; Qpulse Asset register:1			2


						Device error reporting pathway						4			14			Departmental QMS and Trust policies:  1  ; Intranet: 1;Qpulse Asset register:1			3


						Quality management & document control			3			6			5			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			4


						IQC & EQA procedures			1			6			17			Intranet: 1 ; Qpulse: 2 ; POCT EQA Scheme SOP: 1; Pathology server: 1			1


						Monitoring arrangements & reporting			2			7			9			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1			3			13) Set KPI's reported to POCT committee and quartely meetings with Managed service provider for POCT


						Examination procedures (incl. pre- and post-) & Reporting results			1			2			17						1


						Quality Improvement			1									Departmental QMS and Trust policies: 4 ; Pathology Quality Evaluation/ Improvement SOP: 2; Meeting minutes:1; POCT CoOrdinator keeps record: 1			5


						Clinical Incident reporting & recording follow-up						6			6			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8


						Other





			5			a) Do you have the following POCT documents?  b) And who controls them?


			a) No						a) yes			POCT TEAM/Manager			Departmental QMS			POCT IT System			On Device			LIMS			BME			WARD MANAGER			TRUST TRAINING DATABASE


			1			Device SOPs			18			18			1												1


			*1			Device user guide 			17			17			1												1


			*1			Device troubleshooting guides			16			16			1												1


			1			Device maintenance log			16			16			1												1


			1			Reagent control log			16			14			2			1									1


			1			Worksheet/sample record log			10			9			1						2			1						2


			1			Training register (list of who is trained)			18			18			1												1


			1			Staff Competency log (for individual staff)			18			14			1												1			3			1


						Other			Temp log: 1																											4) GOLD


			* 11) Supplier docs for glucose meters only, not doc controlled


			6			Do you record user satisfaction/feedback/complaints/user interaction?						recorded																								frequency																		review


									yes			POCT committee meeting mins			Qpulse (CA/PA) incl NCs			Datix / Trust Incident reporting system			Contract review meetings			User feedback form/survey			Pathology audit			BME/Path register/logbook/maintenance log			Emails kept			Weekly			Monthly			Quarterly			Annually			Ad hoc			Continual


						User satisfaction			10			1												2									1									2			2									3


						User feedback			16			4						1						4						1			2			1			1			3			2			4						10


						Problem resolution (corrective action)			16						1			3												5									1			1						3			1			5


						User complaints			18			2			6			6												2			1						2			1						3			1			7


						Complaint resolution			14			1			1			4												2			1						2			1						1			1			4


						External supplier issues			15			1			1			4			1									3												2			1			3			1			6


						Non-comformities (to policy or standards)			17						5			4									1			1									2			1						3			1			6


						Preventative action			13						4			1									1			2						1			2						1			1						6











			7			How do you record your POCT quality and technical records e.g. IQC, patient sample data, reagent logs? 


									Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Patient result log next to POCT device (e.g. handwritten, stickers)			2						10			4


						On POCT device (Internal storage)			11			15			4			6


						Device logs backed up onto separate server			8			11						1


						Remote POCT management system			14			13			2			3


						Integrated into LIMS			4			4						1


						Paper / electronic copy kept in POCT office			1			1			3			1


						Other			1 (11:manually transcribed into EPR)			2			2			4


												 (4: integrated into ICU IT system, 11: Print out scanned into electronic patient record)			(7:transcribed into EPR)			(7 & 11:transcribed into EPR, 8: in patient notes)


						(Question 7 continued)			Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Patient result log next to POCT device (e.g. handwritten, stickers)			5			7			5			5			7) apart from the networked devices (i.e. glucose, ketones & blood gas analysers) which transmit results automatically to LIMS/HIS, we trasncribe all other results onto HIS/EPR. The only exception is FBC results which are printed off the analyser and scanned directly into EPR


						On POCT device (Internal storage)			7			10			5			1


						Device logs backed up onto separate server			4			1			5


						Remote POCT management system			4			2			8			1			11) iSTAT maintained by radiology


						Integrated into LIMS			2			1			1


						Paper / electronic copy kept in POCT office			1			1			1


						Other


						patient notes			2			2			1			2


						EPR			1  (7:transcribed into EPR)








			8			Who performs the following quality management tasks?


									POCT MANAGER/ COORDINATOR/ TEAM			PROCUREMENT			ICT			OPERATORS			CLINICAL SCIENTISTS/LAB STAFF			CLINICAL LEADS/WARD MANAGER			POCT COMMITTEE			OTHER


						Procures POCT devices, reagents (including IQC/EQA material), IT systems			16			5			3						1			2			2 (7: overall responsibility)			3) Pathology POC team either directly procures or supports procurement undertaken by clinical areas through POC committee, 11) Biochem initially procured glucose meters, but no longer can. 16) BME


						Evaluate/select POCT devices, reagents (including IQC/EQA material), systems			17									1 (7:assist in evaluation)			6			3			1


						Establish documented quality policy and protocols			15												1			1			1			Quality team/manager: 45; POCT Clinical Lead: 1


						Establish allocated duties and responsibilites for staff performing POCT			14												2			6			3 (7:prior to implementation of device)


						Perform IQC specimen testing on POCT device			3									20			1									4) Automatically done on BG analysers


						Perform EQA specimen testing on POCT device			7(1x Blood gas only)									18			2 : 11) only for lab urinalysis & pregnancy testing									11) None done for glucose meters, 


						Review/ respond to IQC performance			18									2			1									17) Auto lock-out on glucose, ketones & BGs


						Review/ respond to EQA performance			19									2 (4: except BG)			3			2			1			6) Quality team


						Review device performance (cost-benefit analysis)			13			1						1 (7: With POCT team)			1			3			1			6)Finance; Managed service contract review


						Review clinical effectiveness of POCT services			13									1 (7: With POCT team)			2			5			1			POCT Clinical Lead: 1


						Review expenditure on POCT services (incl. consumables, service contracts etc)			16			4									2			1						Diabetes team (gHb); Pharmacy (ketones, coag, glucometers)


																														clinical business manager:1


																														15)Finance


			Section 4: POCT Service Operation


			1			Who is responsible for training clinical staff in the use of POCT devices?


									trains POCT coord			link trainers			End users


						Manufacturer			6			3			7


						POCT Coordinator/Manager/team									11


						Link trainers/cascade training									15


						BME									1


						Other									11) No one responsible for training for blood gas analysis. Biochemistry occasionally get asked to train people for pregnancy testing.


															16) Biochemistry staff


			2			Does the training include the following?			Please tick all that apply


						Sample collection type/procedure/storage			19


						Sample identification/ recording/reporting procedure			19


						Clinical utility of the test and its limitations			19


						Understanding of the analytical procedure			18


						Reagent storage requirements			19


						Quality Control and Quality Assurance procedures			19


						Technical limitations of the device			19


						Appropriate response to results that fall outside of predefined limits			19


						Infection control procedures			19


						Correct documentation and maintenance of the results			18


						Troubleshooting procedure or action to take in case of device failure			19


						Maintenance of the device			19


						Opportunity for feedback on the training			12





			3			How are staff competencies assessed/recorded?





						During training session			15


						Ongoing competency assessment			3


						Middleware checks			3			17) for connected devices only


						POCT Database record			6			3) glucose & blood gases


						T&C Log record/Checklist			5


						Monthly training for POC staff by manufacturer			1


						Written & practical assessment			2


						Electronicaly setup methods			2


						Ward staff asked to assess comptency of staff			1			15) not always successful. Not possible to force competency review


						e-learning register			2


			4			 How do you ensure staff maintain competencies on the devices they have been trained on?





						Initial training only			3			3) all POCT excl. glucometers, 11) No ongoing assessment


						Ongoing competency assessment			1


						Link trainers			1


						Middleware checks			4			2 & 5) The middleware system can check the activity of the users and the number of successful tests they performed. Staff are deemed competent if they have carried out x20  patient tests and X10 QC results. ; 4)  criteria is set, which if its not achieved the user is kicked off the system and therefore unable to use the device until an update training is given.


						Annual training			1			3) glucose only, 


						Competency renewal every 1/2 yrs			3			17) connected devices, barcodes re-activated if user performed 5x pt test in the last 3 months


						Refresher training/schedule			1


						Networked devices give password expiry date			6


						POCT team regularly reviews training database & contacts staff/managers			2			7) not as efficient as networked devices


						e-learning/observation/questionnaire			4			12) lock-out once the e-learning licences expire.


						Ward manager appraisal			1





			5			Who is responsible for maintaining records of training/attestation/re-training?





						POCT Coordinator/Manager/Team			17


						Ward manager			5


						POCT Committee			1			7) Ultimate responsibility, POCT team reports to committee 


						Biochemistry Dept			1			11) partial record keeping, not robust, possibly local documentation


						BME			1


						Operators themselves			2





			6			What level of support does the main POCT management team provide?


												Please give details


												Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Setting up Service Level Agreements						14			12			11			10


						Providing advice to clinical departments on procurring POCT devices						19			17			15			15


						Providing advice to clinical departments on use of POCT devices						19			19			16			15


						Provide training to clinical users: 


						a) POCT team-led training (e.g. face-to-face)						19			16			15			13


						b) e-Learning						10			5			1			1


						c) Device Manufacturer-led training 						19			15			13			11


						Provide guidance on IQC						19			16			13			13


						Provide guidance on EQA						19			16			14			13


						Perform audit on POCT performance/use						17			13			12			10


						Manage LIMS connectivity						13			9			5			5





						(Question 6. continued)


												Please give details


												Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Setting up Service Level Agreements						11			11			12			4


						Providing advice to clinical departments on procurring POCT devices						12			16			16			5


						Providing advice to clinical departments on use of POCT devices						12			16			16			5


						Provide training to clinical users:


						a) POCT team-led training (e.g. face-to-face)						12			12			15			2


						b) e-Learning						1			1			3


						c) Device Manufacturer-led training 						12			13			15			5


						Provide guidance on IQC						13			16			16			5


						Provide guidance on EQA						13			16			16			4


						Perform audit on POCT performance/use						10			12			13			4


						Manage LIMS connectivity						5			6			7			1





						Many thanks for completing this questionnaire. 


						The findings of this audit will be presented on 28th April 2017. Further details to follow.





						Please return completed questionnaires either by e-mail to nikola.costa@gosh.nhs.uk or to the postal address FAO: Nikola Costa,  Level 5 Camelia Botnar Laboratories, Great Ormond Street Hospital, Great Ormond Street, London, WC1N 3JH





						Submission deadline: 31/03/2017





						Question 7: Please list the number of staff in your POCT Team, their position/role and their grade. 








NO	WORKING TOWARDS	APPLIED FOR	CONSIDERING APPLYING	2	15	4	





Accredited to CPA standards	UKAS (ISO) accredited to ISO 15189	No  accreditation 	11	8	1	
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Clinical Biochemistry	Other pathology discipline	Multi-disciplinary management group	Pathology Manager	Other	6	1	9	5	7	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	2	11	8	14	4	1	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	10	4	2	3	2	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	4	6	1	3	1	1	4	
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			16			Mid Essex


			17			Northwick Park Hospital


			18			Peterborough & Stamford


			19			Southend University Hospital


			20			ViaPath_St Thomas'


			21			William Harvey Hospital, Ashford





Other	1 (11:manually transcribed into EPR)	2	
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						Other (please specify)			Departmental QMS/Trust policies			Intranet			Qpulse/Datix/Trust Incident reporting system			Pathology/POCT SOP			Meeting  minutes			Job Descriptions			User guide			Other log


			Device error reporting pathway			Departmental QMS and Trust policies:  1  ; Intranet: 1;Qpulse Asset register:1			1			1			1


			Quality Improvement			Departmental QMS and Trust policies: 4 ; Pathology Quality Evaluation/ Improvement SOP: 2; Meeting minutes:1; POCT CoOrdinator keeps record: 1			4									2			1									1


			Clinical Incident reporting & recording follow-up			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8			4						8


			Training & competency procedures			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			1			1			2			1												1
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			User certification/re-certification			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1						2						1			1									2


			Device maintenance procedure			Intranet: 2; Qpulse Asset register:1						2


			Description of scope of POCT services available (incl. devices, locations)			Intranet: 4 ; User Guide: 1 ; Pathology website: 1						4															1			1


			POCT Team structure & contact details			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1						4						1									2


			Evaluation procedure			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; Trust POCT COP:1									2			8


			Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			Pathology Quality Manual: 1; Intranet: 1						1						1


			Monitoring arrangements & reporting			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1									2			1												2


			Quality management & document control			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			3			2			6


			Procurement procedure of devices, reagents, consumables			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1												10


			Governance procedures			Trust generic policy:2			2									2


			Examination procedures (incl. pre- and post-) & Reporting results


						Patient result log next to POCT device (e.g. handwritten, stickers)			On POCT device (Internal storage)			Device logs backed up onto separate server			Remote POCT management system			Integrated into LIMS			Paper / electronic copy kept in POCT office


			Glucometers			2			11			8			14			4			1


			Blood Gas Analysers						15			11			13			4			1


			Pregnancy testing			10			4						2						3
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			TAG Audit on Point of Care Accreditation Status - COLLATED RESULTS


			Section 1: Your hospital & patient population





			2			Please indicate with a Tick, what type of hospital you work for





									Yes


						District General Hospital			13			6) group if 5x DGHs


						Teaching Hospital			6


						Teaching & DGH			3


						Tertiary referral hospital			4


						Tertiary & DGH


									26


			3			Are your pathology or POCT services managed by a private company/partnership or by an NHS trust?


						Please tick all that apply			NHS			Private company/partnership


						Pathology only			14			4


						POCT only			13			2





			4			Which services / devices is your POCT team are responsible for?


						Please tick all that apply			Yes


						Glucometers			19


						Blood Gas Analysers			17


						Pregnancy testing			15


						Urinalysis			14


						Coagulation meters			15


						HBa1C			17


						Ketone meters 			17


						Other POCT devices (please specify)


						Thromboelstography (TEG)			2


						Hemocue			6


						Bilirubinometer			8


						FBC (Pochi)			3


						fFN			10


						AQT90 (Tn, d-dimer, BNP, bhCG, CRP)			3


						PROM (Premature Rupture of Membranes)			3			pH of amniotic fluid


						HIV			3


						RSV (Respiratory Syncytial Virus)			3


						Nephrocheck (AKI), TIMP-2 and IGFBP-7)			1


						Urine drugs of abuse			1


						Cardiac reader 			1


						Haemochron			3


						iSTAT			1





			Section 2: POCT Accreditation


						What is your current POCT accreditation status?


			1a						Please tick


						Accredited to CPA standards


						UKAS (ISO) accredited to ISO 22870:2006 or 2016


						No POCT accreditation (just lab accreditation to UKAS (CPA or ISO 15189)			19





			1b			If you do not have UKAS accreditation for POCT, are you working towards this, do you have an inspection scheduled?


						Please give details


						YES


						NO			2			11) not working towards it. Have no dedicated POCT staff so would not pass!									21) Working towards ISO 9001:2015 only (sets out the criteria for a quality management system)


						WORKING TOWARDS			15			13) Ensuring patient saftey and addressing high risk POCT issues first.


						APPLIED FOR


						CONSIDERING APPLYING			4			3) The main laboratory has recently gained ISO 15189 accrediation and we are considering applying for POC accrediation. 


												The plan would be to start with a small scope and expand. Currently staffing for POC support is an issue and we need to expand the team before we could progress work towards accreditation





			2			Does your clinical biochemistry laboratory have UKAS accreditation?


									Please tick


						Accredited to CPA standards			11


						UKAS (ISO) accredited to ISO 15189			8


						No  accreditation 			1








			Section 3: POCT Organisation & Management


			1			Who has overall management of POCT in your trust?


			                           						Yes, (please give details)


						Clinical Biochemistry			6			Cons. CS: 2			POCT CoOrdinator: 1			Quality Manager: 1


						Other pathology discipline			1												17) POCT reporting to general Path Manager but working towards own mgt group


						Multi-disciplinary management group			9												11) POCT Committee, no active involvment in managing devices, 16) Chaired by A&E Cons,			6) Accountable to Path Clinical Governance committee, Board & Trust executive boards


						Pathology Manager			5


						Other			7			Mixed responsibility: 3			DEDICATED POCT MANAGER/TEAM:4			20) SLA between Trust and Private Org. limits the POCT team's responsibility to governance of glucose/ketone meters ONLY.  POCT run by Biochemistry Operations Manager. ITU manage BGs, The Trust POCT Committee has a governance role but there is no  overall operational control of POCT in the Trust.


												11)Clinical biochemistry look after glucose meters, pregnancy testing and EQA for BGs. BME look after BGs, no responsibilities for urinalysis, coag meters managed by theatres, iSTAT managed by radiology


												15)  Pathology contract is overseen by the Clinical Support Diviion, which is who also overseas the Trust POCT department





			2			Apart from your POCT team, do you have any help from any other department i.e. Biomedical Engineering


						YES			11			16)Private path company manage BGs during normal working hours


						NO			6


						BME			6


						Medical Devices Committee			2


						Medical Physics			1


						IT dept			2


						Training dept			1


						Device manufacturer			1


						Pharmacy			1			10) glucose meter supplies





			3			Does your trust have a POCT committee? If yes, which staff groups are involved?


						YES			18


						NO			1			16) in development


						CLINICAL STAFF (EG. NURSES/DOCS)			18			20)  All of the groups mentioned are invited to the meetings, receive the minutes and new device requests for approval.  However there is VERY poor attendance from all groups except Clinical Biochemistry and MEMS.


						BME/Clinical Engineering/Medical Devices			15


						PATHOLOGY/QM			14


						IT			10


						PHARMACY			10


						PROCUREMENT			7


						Infection Control			6


						Clinical Governance&Safety			5


						RISK MANAGEMENT			3


						Learning/Development/Educatation Team/practice educator			3


						Finance			3


						Community reps			2


						MEDICAL PHYSICS			1


						Information Communication Technology officer			1


						Each DGH trust in group has sub-committee			1


						OTHER			1





			4			a) Does your trust have a designated POCT Manager/Co-Ordinator? (i.e. a role which oversees overall management of POCT services for the trust)


									Please tick


						Yes			21


						No			2





						b) If yes, what grade of staff are they?


									Please tick


						MLA (Band 3)			2


						Associate Practitioner (Band 4)


						MTO (Band 4/5)


						BMS (Band 5/6)


						Senior BMS (Band 7)			14			1,2,5)Trust


						Clinical Scientist (Band 6/7)


						Chief BMS (Band 8a)			2


						Clinical Scientist (Band 8a)			10			1,2, 5) Network, 3) Quality manager support


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)			1			3)Cons.CS support


						Clinical Scientist (Band 9)			1			6) POCT Lead








			Section 3: Quality Management System


			1			Does your POCT service have a separate quality management system to your main lab QMS?





									Please tick


						Yes			4


						No			16





			1b			If no, do you use your lab QMS for POCT documents?


			1,2 & 5)			YES			9


						Use same templates, make documents POCT/device-specific			3


						NO			2


						iPassport used for both Path & POCT QMS			1			11) No POCT documents/policies, 15) in development








			2			a) Who maintains your POCT document control? 





						POCT MANAGER/COORDINATOR/TEAM			17


						QUALITY MANAGER/TEAM			3			Qpulse QM software: 2 (1x lab working towards this)


						OTHER			1			11) Pathology manager  indirectly as they maintain the pathology QMS








						b) What grade of staff are they?


									Please tick


						MLA (Band 3)			3


						Associate Practitioner (Band 4)			1


						MTO (Band 4/5)


						BMS (Band 5/6)			1


						Senior BMS (Band 7)			11


						Clinical Scientist (Band 6/7)			1


						Chief BMS (Band 8a)			9


						Clinical Scientist (Band 8a)			2


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)


						Other (please indicate AfC Band)			1			15) Band 2 data entry staff








			3			Please indicate which documents are included in your QMS


									Please tick all that apply


						POCT Quality Manual			5			9, 21) in development 18) Part of Pathology Quality Manual


						POCT Quality Policy			14			9, 21) in development			20) Trust POCT Code of Practice (COP) in place for ALL POCT devices.  However the content and resource requirement does not match the Private lab SLA for glu/ket meters only


						Documents describing the POCT 


						 management activities			11


						planning			8


						operation			13


						quality objectives			10			7) currently still based on CPA standards but work ongoing to update our POCT quality manual to UKAS standards


						quality standards			8


						control of processes			12


						NO POCT-specific Documents/Policies			4			11) Path QMS has below but no specifically for POCT (policy, mgt activities, operation, control processes)





			4			Where do you document the following information relating to your POCT services


									POCT Manual (7, 8:in process)			POCT Policy			POCT Device SOP			Other (please specify)			Not documented


						POCT Team structure & contact details			3			5			6			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1			2


						Description of roles & responsibilities of POCT team and service users			3			12			4			Intranet: 1; Job descriptions:1; Trust/Viapath SLA and Trust POCT COP: 1; Role & responsiblities document: 1			2


						Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			3			10			2			Pathology Quality Manual: 1; Intranet: 1			3


						Description of scope of POCT services available (incl. devices, locations)			3			8			1			Intranet: 4 ; User Guide: 1 ; Pathology website: 1			2


						Procurement procedure of devices, reagents, consumables			3			10			3			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1			2


						Evaluation procedure			2			5			5			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; mTrust POCT COP:1			5


						Governance procedures			3			12			2			Trust generic policy:2			2


						Training & competency procedures			1			9			10			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			2


						User certification/re-certification			1			9			7			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1			3


						Device maintenance procedure						4			17			Intranet: 2; Qpulse Asset register:1			2


						Device error reporting pathway						4			14			Departmental QMS and Trust policies:  1  ; Intranet: 1;Qpulse Asset register:1			3


						Quality management & document control			3			6			5			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			4


						IQC & EQA procedures			1			6			17			Intranet: 1 ; Qpulse: 2 ; POCT EQA Scheme SOP: 1; Pathology server: 1			1


						Monitoring arrangements & reporting			2			7			9			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1			3			13) Set KPI's reported to POCT committee and quartely meetings with Managed service provider for POCT


						Examination procedures (incl. pre- and post-) & Reporting results			1			2			17						1


						Quality Improvement			1									Departmental QMS and Trust policies: 4 ; Pathology Quality Evaluation/ Improvement SOP: 2; Meeting minutes:1; POCT CoOrdinator keeps record: 1			5


						Clinical Incident reporting & recording follow-up						6			6			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8


						Other





			5			a) Do you have the following POCT documents?  b) And who controls them?


			a) No						a) yes			POCT TEAM/Manager			Departmental QMS			POCT IT System			On Device			LIMS			BME			WARD MANAGER			TRUST TRAINING DATABASE


			1			Device SOPs			18			18			1												1


			*1			Device user guide 			17			17			1												1


			*1			Device troubleshooting guides			16			16			1												1


			1			Device maintenance log			16			16			1												1


			1			Reagent control log			16			14			2			1									1


			1			Worksheet/sample record log			10			9			1						2			1						2


			1			Training register (list of who is trained)			18			18			1												1


			1			Staff Competency log (for individual staff)			18			14			1												1			3			1


						Other			Temp log: 1																											4) GOLD


			* 11) Supplier docs for glucose meters only, not doc controlled


			6			Do you record user satisfaction/feedback/complaints/user interaction?						recorded																								frequency																		review


									yes			POCT committee meeting mins			Qpulse (CA/PA) incl NCs			Datix / Trust Incident reporting system			Contract review meetings			User feedback form/survey			Pathology audit			BME/Path register/logbook/maintenance log			Emails kept			Weekly			Monthly			Quarterly			Annually			Ad hoc			Continual


						User satisfaction			10			1												2									1									2			2									3


						User feedback			16			4						1						4						1			2			1			1			3			2			4						10


						Problem resolution (corrective action)			16						1			3												5									1			1						3			1			5


						User complaints			18			2			6			6												2			1						2			1						3			1			7


						Complaint resolution			14			1			1			4												2			1						2			1						1			1			4


						External supplier issues			15			1			1			4			1									3												2			1			3			1			6


						Non-comformities (to policy or standards)			17						5			4									1			1									2			1						3			1			6


						Preventative action			13						4			1									1			2						1			2						1			1						6











			7			How do you record your POCT quality and technical records e.g. IQC, patient sample data, reagent logs? 


									Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Patient result log next to POCT device (e.g. handwritten, stickers)			2						10			4


						On POCT device (Internal storage)			11			15			4			6


						Device logs backed up onto separate server			8			11						1


						Remote POCT management system			14			13			2			3


						Integrated into LIMS			4			4						1


						Paper / electronic copy kept in POCT office			1			1			3			1


						Other			1 (11:manually transcribed into EPR)			2			2			4


												 (4: integrated into ICU IT system, 11: Print out scanned into electronic patient record)			(7:transcribed into EPR)			(7 & 11:transcribed into EPR, 8: in patient notes)


						(Question 7 continued)			Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Patient result log next to POCT device (e.g. handwritten, stickers)			5			7			5			5			7) apart from the networked devices (i.e. glucose, ketones & blood gas analysers) which transmit results automatically to LIMS/HIS, we trasncribe all other results onto HIS/EPR. The only exception is FBC results which are printed off the analyser and scanned directly into EPR


						On POCT device (Internal storage)			7			10			5			1


						Device logs backed up onto separate server			4			1			5


						Remote POCT management system			4			2			8			1			11) iSTAT maintained by radiology


						Integrated into LIMS			2			1			1


						Paper / electronic copy kept in POCT office			1			1			1


						Other			3


						patient notes			2			2			1			2


						EPR			1  (7:transcribed into EPR)








			8			Who performs the following quality management tasks?


									POCT MANAGER/ COORDINATOR/ TEAM			PROCUREMENT			ICT			OPERATORS			CLINICAL SCIENTISTS/LAB STAFF			CLINICAL LEADS/WARD MANAGER			POCT COMMITTEE			OTHER


						Procures POCT devices, reagents (including IQC/EQA material), IT systems			16			5			3						1			2			2 (7: overall responsibility)			3) Pathology POC team either directly procures or supports procurement undertaken by clinical areas through POC committee, 11) Biochem initially procured glucose meters, but no longer can. 16) BME


						Evaluate/select POCT devices, reagents (including IQC/EQA material), systems			17									1 (7:assist in evaluation)			6			3			1


						Establish documented quality policy and protocols			15												1			1			1			Quality team/manager: 45; POCT Clinical Lead: 1


						Establish allocated duties and responsibilites for staff performing POCT			14												2			6			3 (7:prior to implementation of device)


						Perform IQC specimen testing on POCT device			3									20			1									4) Automatically done on BG analysers


						Perform EQA specimen testing on POCT device			7(1x Blood gas only)									18			2 : 11) only for lab urinalysis & pregnancy testing									11) None done for glucose meters, 


						Review/ respond to IQC performance			18									2			1									17) Auto lock-out on glucose, ketones & BGs


						Review/ respond to EQA performance			19									2 (4: except BG)			3			2			1			6) Quality team


						Review device performance (cost-benefit analysis)			13			1						1 (7: With POCT team)			1			3			1			6)Finance; Managed service contract review


						Review clinical effectiveness of POCT services			13									1 (7: With POCT team)			2			5			1			POCT Clinical Lead: 1


						Review expenditure on POCT services (incl. consumables, service contracts etc)			16			4									2			1						Diabetes team (gHb); Pharmacy (ketones, coag, glucometers)


																														clinical business manager:1


																														15)Finance


			Section 4: POCT Service Operation


			1			Who is responsible for training clinical staff in the use of POCT devices?


									trains POCT coord			link trainers			End users


						Manufacturer			6			3			7


						POCT Coordinator/Manager/team									11


						Link trainers/cascade training									15


						BME									1


						Other									11) No one responsible for training for blood gas analysis. Biochemistry occasionally get asked to train people for pregnancy testing.


															16) Biochemistry staff


			2			Does the training include the following?			Please tick all that apply


						Sample collection type/procedure/storage			19


						Sample identification/ recording/reporting procedure			19


						Clinical utility of the test and its limitations			19


						Understanding of the analytical procedure			18


						Reagent storage requirements			19


						Quality Control and Quality Assurance procedures			19


						Technical limitations of the device			19


						Appropriate response to results that fall outside of predefined limits			19


						Infection control procedures			19


						Correct documentation and maintenance of the results			18


						Troubleshooting procedure or action to take in case of device failure			19


						Maintenance of the device			19


						Opportunity for feedback on the training			12





			3			How are staff competencies assessed/recorded?





						During training session			15


						Ongoing competency assessment			3


						Middleware checks			3			17) for connected devices only


						POCT Database record			6			3) glucose & blood gases


						T&C Log record/Checklist			5


						Monthly training for POC staff by manufacturer			1


						Written & practical assessment			2


						Electronicaly setup methods			2


						Ward staff asked to assess comptency of staff			1			15) not always successful. Not possible to force competency review


						e-learning register			2


			4			 How do you ensure staff maintain competencies on the devices they have been trained on?





						Initial training only			3			3) all POCT excl. glucometers, 11) No ongoing assessment


						Ongoing competency assessment			1


						Link trainers			1


						Middleware checks			4			2 & 5) The middleware system can check the activity of the users and the number of successful tests they performed. Staff are deemed competent if they have carried out x20  patient tests and X10 QC results. ; 4)  criteria is set, which if its not achieved the user is kicked off the system and therefore unable to use the device until an update training is given.


						Annual training			1			3) glucose only, 


						Competency renewal every 1/2 yrs			3			17) connected devices, barcodes re-activated if user performed 5x pt test in the last 3 months


						Refresher training/schedule			1


						Networked devices give password expiry date			6


						POCT team regularly reviews training database & contacts staff/managers			2			7) not as efficient as networked devices


						e-learning/observation/questionnaire			4			12) lock-out once the e-learning licences expire.


						Ward manager appraisal			1





			5			Who is responsible for maintaining records of training/attestation/re-training?





						POCT Coordinator/Manager/Team			17


						Ward manager			5


						POCT Committee			1			7) Ultimate responsibility, POCT team reports to committee 


						Biochemistry Dept			1			11) partial record keeping, not robust, possibly local documentation


						BME			1


						Operators themselves			2





			6			What level of support does the main POCT management team provide?


												Please give details


												Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Setting up Service Level Agreements						14			12			11			10


						Providing advice to clinical departments on procurring POCT devices						19			17			15			15


						Providing advice to clinical departments on use of POCT devices						19			19			16			15


						Provide training to clinical users: 


						a) POCT team-led training (e.g. face-to-face)						19			16			15			13


						b) e-Learning						10			5			1			1


						c) Device Manufacturer-led training 						19			15			13			11


						Provide guidance on IQC						19			16			13			13


						Provide guidance on EQA						19			16			14			13


						Perform audit on POCT performance/use						17			13			12			10


						Manage LIMS connectivity						13			9			5			5





						(Question 6. continued)


												Please give details


												Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Setting up Service Level Agreements						11			11			12			4


						Providing advice to clinical departments on procurring POCT devices						12			16			16			5


						Providing advice to clinical departments on use of POCT devices						12			16			16			5


						Provide training to clinical users:


						a) POCT team-led training (e.g. face-to-face)						12			12			15			2


						b) e-Learning						1			1			3


						c) Device Manufacturer-led training 						12			13			15			5


						Provide guidance on IQC						13			16			16			5


						Provide guidance on EQA						13			16			16			4


						Perform audit on POCT performance/use						10			12			13			4


						Manage LIMS connectivity						5			6			7			1





						Many thanks for completing this questionnaire. 


						The findings of this audit will be presented on 28th April 2017. Further details to follow.





						Please return completed questionnaires either by e-mail to nikola.costa@gosh.nhs.uk or to the postal address FAO: Nikola Costa,  Level 5 Camelia Botnar Laboratories, Great Ormond Street Hospital, Great Ormond Street, London, WC1N 3JH





						Submission deadline: 31/03/2017





						Question 7: Please list the number of staff in your POCT Team, their position/role and their grade. 








NO	WORKING TOWARDS	APPLIED FOR	CONSIDERING APPLYING	2	15	4	





Accredited to CPA standards	UKAS (ISO) accredited to ISO 15189	No  accreditation 	11	8	1	
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Clinical Biochemistry	Other pathology discipline	Multi-disciplinary management group	Pathology Manager	Other	6	1	9	5	7	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	2	11	8	14	4	1	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	10	4	2	3	2	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	4	6	1	3	1	1	4	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	5	7	4	4	2	1	3	
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			POCT Team structure & contact details			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1						4						1									2


			Evaluation procedure			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; Trust POCT COP:1									2			8


			Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			Pathology Quality Manual: 1; Intranet: 1						1						1


			Monitoring arrangements & reporting			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1									2			1												2


			Quality management & document control			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			3			2			6


			Procurement procedure of devices, reagents, consumables			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1												10


			Governance procedures			Trust generic policy:2			2									2


			Examination procedures (incl. pre- and post-) & Reporting results


						Patient result log next to POCT device (e.g. handwritten, stickers)			On POCT device (Internal storage)			Device logs backed up onto separate server			Remote POCT management system			Integrated into LIMS			Paper / electronic copy kept in POCT office


			Glucometers			2			11			8			14			4			1


			Blood Gas Analysers						15			11			13			4			1


			Pregnancy testing			10			4						2						3


			Urinalysis			4			6			1			3			1			1
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			TAG Audit on Point of Care Accreditation Status - COLLATED RESULTS


			Section 1: Your hospital & patient population





			2			Please indicate with a Tick, what type of hospital you work for





									Yes


						District General Hospital			13			6) group if 5x DGHs


						Teaching Hospital			6


						Teaching & DGH			3


						Tertiary referral hospital			4


						Tertiary & DGH


									26


			3			Are your pathology or POCT services managed by a private company/partnership or by an NHS trust?


						Please tick all that apply			NHS			Private company/partnership


						Pathology only			14			4


						POCT only			13			2





			4			Which services / devices is your POCT team are responsible for?


						Please tick all that apply			Yes


						Glucometers			19


						Blood Gas Analysers			17


						Pregnancy testing			15


						Urinalysis			14


						Coagulation meters			15


						HBa1C			17


						Ketone meters 			17


						Other POCT devices (please specify)


						Thromboelstography (TEG)			2


						Hemocue			6


						Bilirubinometer			8


						FBC (Pochi)			3


						fFN			10


						AQT90 (Tn, d-dimer, BNP, bhCG, CRP)			3


						PROM (Premature Rupture of Membranes)			3			pH of amniotic fluid


						HIV			3


						RSV (Respiratory Syncytial Virus)			3


						Nephrocheck (AKI), TIMP-2 and IGFBP-7)			1


						Urine drugs of abuse			1


						Cardiac reader 			1


						Haemochron			3


						iSTAT			1





			Section 2: POCT Accreditation


						What is your current POCT accreditation status?


			1a						Please tick


						Accredited to CPA standards


						UKAS (ISO) accredited to ISO 22870:2006 or 2016


						No POCT accreditation (just lab accreditation to UKAS (CPA or ISO 15189)			19





			1b			If you do not have UKAS accreditation for POCT, are you working towards this, do you have an inspection scheduled?


						Please give details


						YES


						NO			2			11) not working towards it. Have no dedicated POCT staff so would not pass!									21) Working towards ISO 9001:2015 only (sets out the criteria for a quality management system)


						WORKING TOWARDS			15			13) Ensuring patient saftey and addressing high risk POCT issues first.


						APPLIED FOR


						CONSIDERING APPLYING			4			3) The main laboratory has recently gained ISO 15189 accrediation and we are considering applying for POC accrediation. 


												The plan would be to start with a small scope and expand. Currently staffing for POC support is an issue and we need to expand the team before we could progress work towards accreditation





			2			Does your clinical biochemistry laboratory have UKAS accreditation?


									Please tick


						Accredited to CPA standards			11


						UKAS (ISO) accredited to ISO 15189			8


						No  accreditation 			1








			Section 3: POCT Organisation & Management


			1			Who has overall management of POCT in your trust?


			                           						Yes, (please give details)


						Clinical Biochemistry			6			Cons. CS: 2			POCT CoOrdinator: 1			Quality Manager: 1


						Other pathology discipline			1												17) POCT reporting to general Path Manager but working towards own mgt group


						Multi-disciplinary management group			9												11) POCT Committee, no active involvment in managing devices, 16) Chaired by A&E Cons,			6) Accountable to Path Clinical Governance committee, Board & Trust executive boards


						Pathology Manager			5


						Other			7			Mixed responsibility: 3			DEDICATED POCT MANAGER/TEAM:4			20) SLA between Trust and Private Org. limits the POCT team's responsibility to governance of glucose/ketone meters ONLY.  POCT run by Biochemistry Operations Manager. ITU manage BGs, The Trust POCT Committee has a governance role but there is no  overall operational control of POCT in the Trust.


												11)Clinical biochemistry look after glucose meters, pregnancy testing and EQA for BGs. BME look after BGs, no responsibilities for urinalysis, coag meters managed by theatres, iSTAT managed by radiology


												15)  Pathology contract is overseen by the Clinical Support Diviion, which is who also overseas the Trust POCT department





			2			Apart from your POCT team, do you have any help from any other department i.e. Biomedical Engineering


						YES			11			16)Private path company manage BGs during normal working hours


						NO			6


						BME			6


						Medical Devices Committee			2


						Medical Physics			1


						IT dept			2


						Training dept			1


						Device manufacturer			1


						Pharmacy			1			10) glucose meter supplies





			3			Does your trust have a POCT committee? If yes, which staff groups are involved?


						YES			18


						NO			1			16) in development


						CLINICAL STAFF (EG. NURSES/DOCS)			18			20)  All of the groups mentioned are invited to the meetings, receive the minutes and new device requests for approval.  However there is VERY poor attendance from all groups except Clinical Biochemistry and MEMS.


						BME/Clinical Engineering/Medical Devices			15


						PATHOLOGY/QM			14


						IT			10


						PHARMACY			10


						PROCUREMENT			7


						Infection Control			6


						Clinical Governance&Safety			5


						RISK MANAGEMENT			3


						Learning/Development/Educatation Team/practice educator			3


						Finance			3


						Community reps			2


						MEDICAL PHYSICS			1


						Information Communication Technology officer			1


						Each DGH trust in group has sub-committee			1


						OTHER			1





			4			a) Does your trust have a designated POCT Manager/Co-Ordinator? (i.e. a role which oversees overall management of POCT services for the trust)


									Please tick


						Yes			21


						No			2





						b) If yes, what grade of staff are they?


									Please tick


						MLA (Band 3)			2


						Associate Practitioner (Band 4)


						MTO (Band 4/5)


						BMS (Band 5/6)


						Senior BMS (Band 7)			14			1,2,5)Trust


						Clinical Scientist (Band 6/7)


						Chief BMS (Band 8a)			2


						Clinical Scientist (Band 8a)			10			1,2, 5) Network, 3) Quality manager support


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)			1			3)Cons.CS support


						Clinical Scientist (Band 9)			1			6) POCT Lead








			Section 3: Quality Management System


			1			Does your POCT service have a separate quality management system to your main lab QMS?





									Please tick


						Yes			4


						No			16





			1b			If no, do you use your lab QMS for POCT documents?


			1,2 & 5)			YES			9


						Use same templates, make documents POCT/device-specific			3


						NO			2


						iPassport used for both Path & POCT QMS			1			11) No POCT documents/policies, 15) in development








			2			a) Who maintains your POCT document control? 





						POCT MANAGER/COORDINATOR/TEAM			17


						QUALITY MANAGER/TEAM			3			Qpulse QM software: 2 (1x lab working towards this)


						OTHER			1			11) Pathology manager  indirectly as they maintain the pathology QMS








						b) What grade of staff are they?


									Please tick


						MLA (Band 3)			3


						Associate Practitioner (Band 4)			1


						MTO (Band 4/5)


						BMS (Band 5/6)			1


						Senior BMS (Band 7)			11


						Clinical Scientist (Band 6/7)			1


						Chief BMS (Band 8a)			9


						Clinical Scientist (Band 8a)			2


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)


						Other (please indicate AfC Band)			1			15) Band 2 data entry staff








			3			Please indicate which documents are included in your QMS


									Please tick all that apply


						POCT Quality Manual			5			9, 21) in development 18) Part of Pathology Quality Manual


						POCT Quality Policy			14			9, 21) in development			20) Trust POCT Code of Practice (COP) in place for ALL POCT devices.  However the content and resource requirement does not match the Private lab SLA for glu/ket meters only


						Documents describing the POCT 


						 management activities			11


						planning			8


						operation			13


						quality objectives			10			7) currently still based on CPA standards but work ongoing to update our POCT quality manual to UKAS standards


						quality standards			8


						control of processes			12


						NO POCT-specific Documents/Policies			4			11) Path QMS has below but no specifically for POCT (policy, mgt activities, operation, control processes)





			4			Where do you document the following information relating to your POCT services


									POCT Manual (7, 8:in process)			POCT Policy			POCT Device SOP			Other (please specify)			Not documented


						POCT Team structure & contact details			3			5			6			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1			2


						Description of roles & responsibilities of POCT team and service users			3			12			4			Intranet: 1; Job descriptions:1; Trust/Viapath SLA and Trust POCT COP: 1; Role & responsiblities document: 1			2


						Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			3			10			2			Pathology Quality Manual: 1; Intranet: 1			3


						Description of scope of POCT services available (incl. devices, locations)			3			8			1			Intranet: 4 ; User Guide: 1 ; Pathology website: 1			2


						Procurement procedure of devices, reagents, consumables			3			10			3			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1			2


						Evaluation procedure			2			5			5			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; mTrust POCT COP:1			5


						Governance procedures			3			12			2			Trust generic policy:2			2


						Training & competency procedures			1			9			10			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			2


						User certification/re-certification			1			9			7			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1			3


						Device maintenance procedure						4			17			Intranet: 2; Qpulse Asset register:1			2


						Device error reporting pathway						4			14			Departmental QMS and Trust policies:  1  ; Intranet: 1;Qpulse Asset register:1			3


						Quality management & document control			3			6			5			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			4


						IQC & EQA procedures			1			6			17			Intranet: 1 ; Qpulse: 2 ; POCT EQA Scheme SOP: 1; Pathology server: 1			1


						Monitoring arrangements & reporting			2			7			9			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1			3			13) Set KPI's reported to POCT committee and quartely meetings with Managed service provider for POCT


						Examination procedures (incl. pre- and post-) & Reporting results			1			2			17						1


						Quality Improvement			1									Departmental QMS and Trust policies: 4 ; Pathology Quality Evaluation/ Improvement SOP: 2; Meeting minutes:1; POCT CoOrdinator keeps record: 1			5


						Clinical Incident reporting & recording follow-up						6			6			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8


						Other





			5			a) Do you have the following POCT documents?  b) And who controls them?


			a) No						a) yes			POCT TEAM/Manager			Departmental QMS			POCT IT System			On Device			LIMS			BME			WARD MANAGER			TRUST TRAINING DATABASE


			1			Device SOPs			18			18			1												1


			*1			Device user guide 			17			17			1												1


			*1			Device troubleshooting guides			16			16			1												1


			1			Device maintenance log			16			16			1												1


			1			Reagent control log			16			14			2			1									1


			1			Worksheet/sample record log			10			9			1						2			1						2


			1			Training register (list of who is trained)			18			18			1												1


			1			Staff Competency log (for individual staff)			18			14			1												1			3			1


						Other			Temp log: 1																											4) GOLD


			* 11) Supplier docs for glucose meters only, not doc controlled


			6			Do you record user satisfaction/feedback/complaints/user interaction?						recorded																								frequency																		review


									yes			POCT committee meeting mins			Qpulse (CA/PA) incl NCs			Datix / Trust Incident reporting system			Contract review meetings			User feedback form/survey			Pathology audit			BME/Path register/logbook/maintenance log			Emails kept			Weekly			Monthly			Quarterly			Annually			Ad hoc			Continual


						User satisfaction			10			1												2									1									2			2									3


						User feedback			16			4						1						4						1			2			1			1			3			2			4						10


						Problem resolution (corrective action)			16						1			3												5									1			1						3			1			5


						User complaints			18			2			6			6												2			1						2			1						3			1			7


						Complaint resolution			14			1			1			4												2			1						2			1						1			1			4


						External supplier issues			15			1			1			4			1									3												2			1			3			1			6


						Non-comformities (to policy or standards)			17						5			4									1			1									2			1						3			1			6


						Preventative action			13						4			1									1			2						1			2						1			1						6











			7			How do you record your POCT quality and technical records e.g. IQC, patient sample data, reagent logs? 


									Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Patient result log next to POCT device (e.g. handwritten, stickers)			2						10			4


						On POCT device (Internal storage)			11			15			4			6


						Device logs backed up onto separate server			8			11						1


						Remote POCT management system			14			13			2			3


						Integrated into LIMS			4			4						1


						Paper / electronic copy kept in POCT office			1			1			3			1


						Other			1 (11:manually transcribed into EPR)			2			2			4


												 (4: integrated into ICU IT system, 11: Print out scanned into electronic patient record)			(7:transcribed into EPR)			(7 & 11:transcribed into EPR, 8: in patient notes)


						(Question 7 continued)			Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Patient result log next to POCT device (e.g. handwritten, stickers)			5			7			5			5			7) apart from the networked devices (i.e. glucose, ketones & blood gas analysers) which transmit results automatically to LIMS/HIS, we trasncribe all other results onto HIS/EPR. The only exception is FBC results which are printed off the analyser and scanned directly into EPR


						On POCT device (Internal storage)			7			10			5			1


						Device logs backed up onto separate server			4			1			5


						Remote POCT management system			4			2			8			1			11) iSTAT maintained by radiology


						Integrated into LIMS			2			1			1


						Paper / electronic copy kept in POCT office			1			1			1


						Other			3			2


						patient notes			2			2			1			2


						EPR			1  (7:transcribed into EPR)








			8			Who performs the following quality management tasks?


									POCT MANAGER/ COORDINATOR/ TEAM			PROCUREMENT			ICT			OPERATORS			CLINICAL SCIENTISTS/LAB STAFF			CLINICAL LEADS/WARD MANAGER			POCT COMMITTEE			OTHER


						Procures POCT devices, reagents (including IQC/EQA material), IT systems			16			5			3						1			2			2 (7: overall responsibility)			3) Pathology POC team either directly procures or supports procurement undertaken by clinical areas through POC committee, 11) Biochem initially procured glucose meters, but no longer can. 16) BME


						Evaluate/select POCT devices, reagents (including IQC/EQA material), systems			17									1 (7:assist in evaluation)			6			3			1


						Establish documented quality policy and protocols			15												1			1			1			Quality team/manager: 45; POCT Clinical Lead: 1


						Establish allocated duties and responsibilites for staff performing POCT			14												2			6			3 (7:prior to implementation of device)


						Perform IQC specimen testing on POCT device			3									20			1									4) Automatically done on BG analysers


						Perform EQA specimen testing on POCT device			7(1x Blood gas only)									18			2 : 11) only for lab urinalysis & pregnancy testing									11) None done for glucose meters, 


						Review/ respond to IQC performance			18									2			1									17) Auto lock-out on glucose, ketones & BGs


						Review/ respond to EQA performance			19									2 (4: except BG)			3			2			1			6) Quality team


						Review device performance (cost-benefit analysis)			13			1						1 (7: With POCT team)			1			3			1			6)Finance; Managed service contract review


						Review clinical effectiveness of POCT services			13									1 (7: With POCT team)			2			5			1			POCT Clinical Lead: 1


						Review expenditure on POCT services (incl. consumables, service contracts etc)			16			4									2			1						Diabetes team (gHb); Pharmacy (ketones, coag, glucometers)


																														clinical business manager:1


																														15)Finance


			Section 4: POCT Service Operation


			1			Who is responsible for training clinical staff in the use of POCT devices?


									trains POCT coord			link trainers			End users


						Manufacturer			6			3			7


						POCT Coordinator/Manager/team									11


						Link trainers/cascade training									15


						BME									1


						Other									11) No one responsible for training for blood gas analysis. Biochemistry occasionally get asked to train people for pregnancy testing.


															16) Biochemistry staff


			2			Does the training include the following?			Please tick all that apply


						Sample collection type/procedure/storage			19


						Sample identification/ recording/reporting procedure			19


						Clinical utility of the test and its limitations			19


						Understanding of the analytical procedure			18


						Reagent storage requirements			19


						Quality Control and Quality Assurance procedures			19


						Technical limitations of the device			19


						Appropriate response to results that fall outside of predefined limits			19


						Infection control procedures			19


						Correct documentation and maintenance of the results			18


						Troubleshooting procedure or action to take in case of device failure			19


						Maintenance of the device			19


						Opportunity for feedback on the training			12





			3			How are staff competencies assessed/recorded?





						During training session			15


						Ongoing competency assessment			3


						Middleware checks			3			17) for connected devices only


						POCT Database record			6			3) glucose & blood gases


						T&C Log record/Checklist			5


						Monthly training for POC staff by manufacturer			1


						Written & practical assessment			2


						Electronicaly setup methods			2


						Ward staff asked to assess comptency of staff			1			15) not always successful. Not possible to force competency review


						e-learning register			2


			4			 How do you ensure staff maintain competencies on the devices they have been trained on?





						Initial training only			3			3) all POCT excl. glucometers, 11) No ongoing assessment


						Ongoing competency assessment			1


						Link trainers			1


						Middleware checks			4			2 & 5) The middleware system can check the activity of the users and the number of successful tests they performed. Staff are deemed competent if they have carried out x20  patient tests and X10 QC results. ; 4)  criteria is set, which if its not achieved the user is kicked off the system and therefore unable to use the device until an update training is given.


						Annual training			1			3) glucose only, 


						Competency renewal every 1/2 yrs			3			17) connected devices, barcodes re-activated if user performed 5x pt test in the last 3 months


						Refresher training/schedule			1


						Networked devices give password expiry date			6


						POCT team regularly reviews training database & contacts staff/managers			2			7) not as efficient as networked devices


						e-learning/observation/questionnaire			4			12) lock-out once the e-learning licences expire.


						Ward manager appraisal			1





			5			Who is responsible for maintaining records of training/attestation/re-training?





						POCT Coordinator/Manager/Team			17


						Ward manager			5


						POCT Committee			1			7) Ultimate responsibility, POCT team reports to committee 


						Biochemistry Dept			1			11) partial record keeping, not robust, possibly local documentation


						BME			1


						Operators themselves			2





			6			What level of support does the main POCT management team provide?


												Please give details


												Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Setting up Service Level Agreements						14			12			11			10


						Providing advice to clinical departments on procurring POCT devices						19			17			15			15


						Providing advice to clinical departments on use of POCT devices						19			19			16			15


						Provide training to clinical users: 


						a) POCT team-led training (e.g. face-to-face)						19			16			15			13


						b) e-Learning						10			5			1			1


						c) Device Manufacturer-led training 						19			15			13			11


						Provide guidance on IQC						19			16			13			13


						Provide guidance on EQA						19			16			14			13


						Perform audit on POCT performance/use						17			13			12			10


						Manage LIMS connectivity						13			9			5			5





						(Question 6. continued)


												Please give details


												Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Setting up Service Level Agreements						11			11			12			4


						Providing advice to clinical departments on procurring POCT devices						12			16			16			5


						Providing advice to clinical departments on use of POCT devices						12			16			16			5


						Provide training to clinical users:


						a) POCT team-led training (e.g. face-to-face)						12			12			15			2


						b) e-Learning						1			1			3


						c) Device Manufacturer-led training 						12			13			15			5


						Provide guidance on IQC						13			16			16			5


						Provide guidance on EQA						13			16			16			4


						Perform audit on POCT performance/use						10			12			13			4


						Manage LIMS connectivity						5			6			7			1





						Many thanks for completing this questionnaire. 


						The findings of this audit will be presented on 28th April 2017. Further details to follow.





						Please return completed questionnaires either by e-mail to nikola.costa@gosh.nhs.uk or to the postal address FAO: Nikola Costa,  Level 5 Camelia Botnar Laboratories, Great Ormond Street Hospital, Great Ormond Street, London, WC1N 3JH





						Submission deadline: 31/03/2017





						Question 7: Please list the number of staff in your POCT Team, their position/role and their grade. 








NO	WORKING TOWARDS	APPLIED FOR	CONSIDERING APPLYING	2	15	4	





Accredited to CPA standards	UKAS (ISO) accredited to ISO 15189	No  accreditation 	11	8	1	


12





Clinical Biochemistry	Other pathology discipline	Multi-disciplinary management group	Pathology Manager	Other	6	1	9	5	7	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	2	11	8	14	4	1	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	10	4	2	3	2	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	4	6	1	3	1	1	4	
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			Quality management & document control			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			3			2			6
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			TAG Audit on Point of Care Accreditation Status - COLLATED RESULTS


			Section 1: Your hospital & patient population





			2			Please indicate with a Tick, what type of hospital you work for





									Yes


						District General Hospital			13			6) group if 5x DGHs


						Teaching Hospital			6


						Teaching & DGH			3


						Tertiary referral hospital			4


						Tertiary & DGH


									26


			3			Are your pathology or POCT services managed by a private company/partnership or by an NHS trust?


						Please tick all that apply			NHS			Private company/partnership


						Pathology only			14			4


						POCT only			13			2





			4			Which services / devices is your POCT team are responsible for?


						Please tick all that apply			Yes


						Glucometers			19


						Blood Gas Analysers			17


						Pregnancy testing			15


						Urinalysis			14


						Coagulation meters			15


						HBa1C			17


						Ketone meters 			17


						Other POCT devices (please specify)


						Thromboelstography (TEG)			2


						Hemocue			6


						Bilirubinometer			8


						FBC (Pochi)			3


						fFN			10


						AQT90 (Tn, d-dimer, BNP, bhCG, CRP)			3


						PROM (Premature Rupture of Membranes)			3			pH of amniotic fluid


						HIV			3


						RSV (Respiratory Syncytial Virus)			3


						Nephrocheck (AKI), TIMP-2 and IGFBP-7)			1


						Urine drugs of abuse			1


						Cardiac reader 			1


						Haemochron			3


						iSTAT			1





			Section 2: POCT Accreditation


						What is your current POCT accreditation status?


			1a						Please tick


						Accredited to CPA standards


						UKAS (ISO) accredited to ISO 22870:2006 or 2016


						No POCT accreditation (just lab accreditation to UKAS (CPA or ISO 15189)			19





			1b			If you do not have UKAS accreditation for POCT, are you working towards this, do you have an inspection scheduled?


						Please give details


						YES


						NO			2			11) not working towards it. Have no dedicated POCT staff so would not pass!									21) Working towards ISO 9001:2015 only (sets out the criteria for a quality management system)


						WORKING TOWARDS			15			13) Ensuring patient saftey and addressing high risk POCT issues first.


						APPLIED FOR


						CONSIDERING APPLYING			4			3) The main laboratory has recently gained ISO 15189 accrediation and we are considering applying for POC accrediation. 


												The plan would be to start with a small scope and expand. Currently staffing for POC support is an issue and we need to expand the team before we could progress work towards accreditation





			2			Does your clinical biochemistry laboratory have UKAS accreditation?


									Please tick


						Accredited to CPA standards			11


						UKAS (ISO) accredited to ISO 15189			8


						No  accreditation 			1








			Section 3: POCT Organisation & Management


			1			Who has overall management of POCT in your trust?


			                           						Yes, (please give details)


						Clinical Biochemistry			6			Cons. CS: 2			POCT CoOrdinator: 1			Quality Manager: 1


						Other pathology discipline			1												17) POCT reporting to general Path Manager but working towards own mgt group


						Multi-disciplinary management group			9												11) POCT Committee, no active involvment in managing devices, 16) Chaired by A&E Cons,			6) Accountable to Path Clinical Governance committee, Board & Trust executive boards


						Pathology Manager			5


						Other			7			Mixed responsibility: 3			DEDICATED POCT MANAGER/TEAM:4			20) SLA between Trust and Private Org. limits the POCT team's responsibility to governance of glucose/ketone meters ONLY.  POCT run by Biochemistry Operations Manager. ITU manage BGs, The Trust POCT Committee has a governance role but there is no  overall operational control of POCT in the Trust.


												11)Clinical biochemistry look after glucose meters, pregnancy testing and EQA for BGs. BME look after BGs, no responsibilities for urinalysis, coag meters managed by theatres, iSTAT managed by radiology


												15)  Pathology contract is overseen by the Clinical Support Diviion, which is who also overseas the Trust POCT department





			2			Apart from your POCT team, do you have any help from any other department i.e. Biomedical Engineering


						YES			11			16)Private path company manage BGs during normal working hours


						NO			6


						BME			6


						Medical Devices Committee			2


						Medical Physics			1


						IT dept			2


						Training dept			1


						Device manufacturer			1


						Pharmacy			1			10) glucose meter supplies





			3			Does your trust have a POCT committee? If yes, which staff groups are involved?


						YES			18


						NO			1			16) in development


						CLINICAL STAFF (EG. NURSES/DOCS)			18			20)  All of the groups mentioned are invited to the meetings, receive the minutes and new device requests for approval.  However there is VERY poor attendance from all groups except Clinical Biochemistry and MEMS.


						BME/Clinical Engineering/Medical Devices			15


						PATHOLOGY/QM			14


						IT			10


						PHARMACY			10


						PROCUREMENT			7


						Infection Control			6


						Clinical Governance&Safety			5


						RISK MANAGEMENT			3


						Learning/Development/Educatation Team/practice educator			3


						Finance			3


						Community reps			2


						MEDICAL PHYSICS			1


						Information Communication Technology officer			1


						Each DGH trust in group has sub-committee			1


						OTHER			1





			4			a) Does your trust have a designated POCT Manager/Co-Ordinator? (i.e. a role which oversees overall management of POCT services for the trust)


									Please tick


						Yes			21


						No			2





						b) If yes, what grade of staff are they?


									Please tick


						MLA (Band 3)			2


						Associate Practitioner (Band 4)


						MTO (Band 4/5)


						BMS (Band 5/6)


						Senior BMS (Band 7)			14			1,2,5)Trust


						Clinical Scientist (Band 6/7)


						Chief BMS (Band 8a)			2


						Clinical Scientist (Band 8a)			10			1,2, 5) Network, 3) Quality manager support


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)			1			3)Cons.CS support


						Clinical Scientist (Band 9)			1			6) POCT Lead








			Section 3: Quality Management System


			1			Does your POCT service have a separate quality management system to your main lab QMS?





									Please tick


						Yes			4


						No			16





			1b			If no, do you use your lab QMS for POCT documents?


			1,2 & 5)			YES			9


						Use same templates, make documents POCT/device-specific			3


						NO			2


						iPassport used for both Path & POCT QMS			1			11) No POCT documents/policies, 15) in development








			2			a) Who maintains your POCT document control? 





						POCT MANAGER/COORDINATOR/TEAM			17


						QUALITY MANAGER/TEAM			3			Qpulse QM software: 2 (1x lab working towards this)


						OTHER			1			11) Pathology manager  indirectly as they maintain the pathology QMS








						b) What grade of staff are they?


									Please tick


						MLA (Band 3)			3


						Associate Practitioner (Band 4)			1


						MTO (Band 4/5)


						BMS (Band 5/6)			1


						Senior BMS (Band 7)			11


						Clinical Scientist (Band 6/7)			1


						Chief BMS (Band 8a)			9


						Clinical Scientist (Band 8a)			2


						Clinical Scientist (Band 8b)			1


						Clinical Scientist (Band 8c)


						Other (please indicate AfC Band)			1			15) Band 2 data entry staff








			3			Please indicate which documents are included in your QMS


									Please tick all that apply


						POCT Quality Manual			5			9, 21) in development 18) Part of Pathology Quality Manual


						POCT Quality Policy			14			9, 21) in development			20) Trust POCT Code of Practice (COP) in place for ALL POCT devices.  However the content and resource requirement does not match the Private lab SLA for glu/ket meters only


						Documents describing the POCT 


						 management activities			11


						planning			8


						operation			13


						quality objectives			10			7) currently still based on CPA standards but work ongoing to update our POCT quality manual to UKAS standards


						quality standards			8


						control of processes			12


						NO POCT-specific Documents/Policies			4			11) Path QMS has below but no specifically for POCT (policy, mgt activities, operation, control processes)





			4			Where do you document the following information relating to your POCT services


									POCT Manual (7, 8:in process)			POCT Policy			POCT Device SOP			Other (please specify)			Not documented


						POCT Team structure & contact details			3			5			6			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1			2


						Description of roles & responsibilities of POCT team and service users			3			12			4			Intranet: 1; Job descriptions:1; Trust/Viapath SLA and Trust POCT COP: 1; Role & responsiblities document: 1			2


						Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			3			10			2			Pathology Quality Manual: 1; Intranet: 1			3


						Description of scope of POCT services available (incl. devices, locations)			3			8			1			Intranet: 4 ; User Guide: 1 ; Pathology website: 1			2


						Procurement procedure of devices, reagents, consumables			3			10			3			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1			2


						Evaluation procedure			2			5			5			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; mTrust POCT COP:1			5


						Governance procedures			3			12			2			Trust generic policy:2			2


						Training & competency procedures			1			9			10			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			2


						User certification/re-certification			1			9			7			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1			3


						Device maintenance procedure						4			17			Intranet: 2; Qpulse Asset register:1			2


						Device error reporting pathway						4			14			Departmental QMS and Trust policies:  1  ; Intranet: 1;Qpulse Asset register:1			3


						Quality management & document control			3			6			5			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			4


						IQC & EQA procedures			1			6			17			Intranet: 1 ; Qpulse: 2 ; POCT EQA Scheme SOP: 1; Pathology server: 1			1


						Monitoring arrangements & reporting			2			7			9			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1			3			13) Set KPI's reported to POCT committee and quartely meetings with Managed service provider for POCT


						Examination procedures (incl. pre- and post-) & Reporting results			1			2			17						1


						Quality Improvement			1									Departmental QMS and Trust policies: 4 ; Pathology Quality Evaluation/ Improvement SOP: 2; Meeting minutes:1; POCT CoOrdinator keeps record: 1			5


						Clinical Incident reporting & recording follow-up						6			6			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8


						Other





			5			a) Do you have the following POCT documents?  b) And who controls them?


			a) No						a) yes			POCT TEAM/Manager			Departmental QMS			POCT IT System			On Device			LIMS			BME			WARD MANAGER			TRUST TRAINING DATABASE


			1			Device SOPs			18			18			1												1


			*1			Device user guide 			17			17			1												1


			*1			Device troubleshooting guides			16			16			1												1


			1			Device maintenance log			16			16			1												1


			1			Reagent control log			16			14			2			1									1


			1			Worksheet/sample record log			10			9			1						2			1						2


			1			Training register (list of who is trained)			18			18			1												1


			1			Staff Competency log (for individual staff)			18			14			1												1			3			1


						Other			Temp log: 1																											4) GOLD


			* 11) Supplier docs for glucose meters only, not doc controlled


			6			Do you record user satisfaction/feedback/complaints/user interaction?						recorded																								frequency																		review


									yes			POCT committee meeting mins			Qpulse (CA/PA) incl NCs			Datix / Trust Incident reporting system			Contract review meetings			User feedback form/survey			Pathology audit			BME/Path register/logbook/maintenance log			Emails kept			Weekly			Monthly			Quarterly			Annually			Ad hoc			Continual


						User satisfaction			10			1												2									1									2			2									3


						User feedback			16			4						1						4						1			2			1			1			3			2			4						10


						Problem resolution (corrective action)			16						1			3												5									1			1						3			1			5


						User complaints			18			2			6			6												2			1						2			1						3			1			7


						Complaint resolution			14			1			1			4												2			1						2			1						1			1			4


						External supplier issues			15			1			1			4			1									3												2			1			3			1			6


						Non-comformities (to policy or standards)			17						5			4									1			1									2			1						3			1			6


						Preventative action			13						4			1									1			2						1			2						1			1						6











			7			How do you record your POCT quality and technical records e.g. IQC, patient sample data, reagent logs? 


									Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Patient result log next to POCT device (e.g. handwritten, stickers)			2						10			4


						On POCT device (Internal storage)			11			15			4			6


						Device logs backed up onto separate server			8			11						1


						Remote POCT management system			14			13			2			3


						Integrated into LIMS			4			4						1


						Paper / electronic copy kept in POCT office			1			1			3			1


						Other			1 (11:manually transcribed into EPR)			2			2			4


												 (4: integrated into ICU IT system, 11: Print out scanned into electronic patient record)			(7:transcribed into EPR)			(7 & 11:transcribed into EPR, 8: in patient notes)


						(Question 7 continued)			Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Patient result log next to POCT device (e.g. handwritten, stickers)			5			7			5			5			7) apart from the networked devices (i.e. glucose, ketones & blood gas analysers) which transmit results automatically to LIMS/HIS, we trasncribe all other results onto HIS/EPR. The only exception is FBC results which are printed off the analyser and scanned directly into EPR


						On POCT device (Internal storage)			7			10			5			1


						Device logs backed up onto separate server			4			1			5


						Remote POCT management system			4			2			8			1			11) iSTAT maintained by radiology


						Integrated into LIMS			2			1			1


						Paper / electronic copy kept in POCT office			1			1			1


						Other			3			2			1


						patient notes			2			2			1			2


						EPR			1  (7:transcribed into EPR)








			8			Who performs the following quality management tasks?


									POCT MANAGER/ COORDINATOR/ TEAM			PROCUREMENT			ICT			OPERATORS			CLINICAL SCIENTISTS/LAB STAFF			CLINICAL LEADS/WARD MANAGER			POCT COMMITTEE			OTHER


						Procures POCT devices, reagents (including IQC/EQA material), IT systems			16			5			3						1			2			2 (7: overall responsibility)			3) Pathology POC team either directly procures or supports procurement undertaken by clinical areas through POC committee, 11) Biochem initially procured glucose meters, but no longer can. 16) BME


						Evaluate/select POCT devices, reagents (including IQC/EQA material), systems			17									1 (7:assist in evaluation)			6			3			1


						Establish documented quality policy and protocols			15												1			1			1			Quality team/manager: 45; POCT Clinical Lead: 1


						Establish allocated duties and responsibilites for staff performing POCT			14												2			6			3 (7:prior to implementation of device)


						Perform IQC specimen testing on POCT device			3									20			1									4) Automatically done on BG analysers


						Perform EQA specimen testing on POCT device			7(1x Blood gas only)									18			2 : 11) only for lab urinalysis & pregnancy testing									11) None done for glucose meters, 


						Review/ respond to IQC performance			18									2			1									17) Auto lock-out on glucose, ketones & BGs


						Review/ respond to EQA performance			19									2 (4: except BG)			3			2			1			6) Quality team


						Review device performance (cost-benefit analysis)			13			1						1 (7: With POCT team)			1			3			1			6)Finance; Managed service contract review


						Review clinical effectiveness of POCT services			13									1 (7: With POCT team)			2			5			1			POCT Clinical Lead: 1


						Review expenditure on POCT services (incl. consumables, service contracts etc)			16			4									2			1						Diabetes team (gHb); Pharmacy (ketones, coag, glucometers)


																														clinical business manager:1


																														15)Finance


			Section 4: POCT Service Operation


			1			Who is responsible for training clinical staff in the use of POCT devices?


									trains POCT coord			link trainers			End users


						Manufacturer			6			3			7


						POCT Coordinator/Manager/team									11


						Link trainers/cascade training									15


						BME									1


						Other									11) No one responsible for training for blood gas analysis. Biochemistry occasionally get asked to train people for pregnancy testing.


															16) Biochemistry staff


			2			Does the training include the following?			Please tick all that apply


						Sample collection type/procedure/storage			19


						Sample identification/ recording/reporting procedure			19


						Clinical utility of the test and its limitations			19


						Understanding of the analytical procedure			18


						Reagent storage requirements			19


						Quality Control and Quality Assurance procedures			19


						Technical limitations of the device			19


						Appropriate response to results that fall outside of predefined limits			19


						Infection control procedures			19


						Correct documentation and maintenance of the results			18


						Troubleshooting procedure or action to take in case of device failure			19


						Maintenance of the device			19


						Opportunity for feedback on the training			12





			3			How are staff competencies assessed/recorded?





						During training session			15


						Ongoing competency assessment			3


						Middleware checks			3			17) for connected devices only


						POCT Database record			6			3) glucose & blood gases


						T&C Log record/Checklist			5


						Monthly training for POC staff by manufacturer			1


						Written & practical assessment			2


						Electronicaly setup methods			2


						Ward staff asked to assess comptency of staff			1			15) not always successful. Not possible to force competency review


						e-learning register			2


			4			 How do you ensure staff maintain competencies on the devices they have been trained on?





						Initial training only			3			3) all POCT excl. glucometers, 11) No ongoing assessment


						Ongoing competency assessment			1


						Link trainers			1


						Middleware checks			4			2 & 5) The middleware system can check the activity of the users and the number of successful tests they performed. Staff are deemed competent if they have carried out x20  patient tests and X10 QC results. ; 4)  criteria is set, which if its not achieved the user is kicked off the system and therefore unable to use the device until an update training is given.


						Annual training			1			3) glucose only, 


						Competency renewal every 1/2 yrs			3			17) connected devices, barcodes re-activated if user performed 5x pt test in the last 3 months


						Refresher training/schedule			1


						Networked devices give password expiry date			6


						POCT team regularly reviews training database & contacts staff/managers			2			7) not as efficient as networked devices


						e-learning/observation/questionnaire			4			12) lock-out once the e-learning licences expire.


						Ward manager appraisal			1





			5			Who is responsible for maintaining records of training/attestation/re-training?





						POCT Coordinator/Manager/Team			17


						Ward manager			5


						POCT Committee			1			7) Ultimate responsibility, POCT team reports to committee 


						Biochemistry Dept			1			11) partial record keeping, not robust, possibly local documentation


						BME			1


						Operators themselves			2





			6			What level of support does the main POCT management team provide?


												Please give details


												Glucometers			Blood Gas Analysers			Pregnancy testing			Urinalysis


						Setting up Service Level Agreements						14			12			11			10


						Providing advice to clinical departments on procurring POCT devices						19			17			15			15


						Providing advice to clinical departments on use of POCT devices						19			19			16			15


						Provide training to clinical users: 


						a) POCT team-led training (e.g. face-to-face)						19			16			15			13


						b) e-Learning						10			5			1			1


						c) Device Manufacturer-led training 						19			15			13			11


						Provide guidance on IQC						19			16			13			13


						Provide guidance on EQA						19			16			14			13


						Perform audit on POCT performance/use						17			13			12			10


						Manage LIMS connectivity						13			9			5			5





						(Question 6. continued)


												Please give details


												Coagulation meters			HBa1C			Ketone meters 			Other POCT devices (please specify)


						Setting up Service Level Agreements						11			11			12			4


						Providing advice to clinical departments on procurring POCT devices						12			16			16			5


						Providing advice to clinical departments on use of POCT devices						12			16			16			5


						Provide training to clinical users:


						a) POCT team-led training (e.g. face-to-face)						12			12			15			2


						b) e-Learning						1			1			3


						c) Device Manufacturer-led training 						12			13			15			5


						Provide guidance on IQC						13			16			16			5


						Provide guidance on EQA						13			16			16			4


						Perform audit on POCT performance/use						10			12			13			4


						Manage LIMS connectivity						5			6			7			1





						Many thanks for completing this questionnaire. 


						The findings of this audit will be presented on 28th April 2017. Further details to follow.





						Please return completed questionnaires either by e-mail to nikola.costa@gosh.nhs.uk or to the postal address FAO: Nikola Costa,  Level 5 Camelia Botnar Laboratories, Great Ormond Street Hospital, Great Ormond Street, London, WC1N 3JH





						Submission deadline: 31/03/2017





						Question 7: Please list the number of staff in your POCT Team, their position/role and their grade. 








NO	WORKING TOWARDS	APPLIED FOR	CONSIDERING APPLYING	2	15	4	





Accredited to CPA standards	UKAS (ISO) accredited to ISO 15189	No  accreditation 	11	8	1	


12





Clinical Biochemistry	Other pathology discipline	Multi-disciplinary management group	Pathology Manager	Other	6	1	9	5	7	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	2	11	8	14	4	1	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	10	4	2	3	2	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	4	6	1	3	1	1	4	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	5	7	4	4	2	1	3	


Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	7	10	1	2	1	1	2	Patient result log next to POCT device (e.g. handwritten, stickers)	On POCT device (Internal storage)	Device logs backed up onto separate server	Remote POCT management system	Integrated into LIMS	Paper / electronic copy kept in POCT office	Other	5	5	5	8	1	1	1	


Sheet2


			No of responses						21


			Hospitals


			1			Croydon University Hospital


			2			Kingston Hospital NHS Foundatoin Trust


			3			North Thames (Whittington)


			4			GOSH


			5			St Georges Hospital


			6			Berkshire & Surrey


			7			Charing Cross


			8			West Hertfordshire


			9			Barnet/Chase Farm


			10			Epsom/St. Helier


			11			Royal Marsden


			12			Barking, Havering & Redbridge University Hospitals NHS Trust 


			13			Darent Valley, Dartford


			14			Dartford


			15			East & North Hertfordshire


			16			Mid Essex


			17			Northwick Park Hospital


			18			Peterborough & Stamford


			19			Southend University Hospital


			20			ViaPath_St Thomas'


			21			William Harvey Hospital, Ashford





Other	1 (11:manually transcribed into EPR)	2	





Sheet3


						POCT Policy (12)			POCT Device SOP												POCT Policy			POCT Device SOP (26)


			Description of roles & responsibilities of POCT team and service users			12			4									Device maintenance procedure			4			17


			Governance procedures			12			2									IQC & EQA procedures			6			17


			Procurement procedure of devices, reagents, consumables			10			3									Examination procedures (incl. pre- and post-) & Reporting results			2			17


			Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			10			2									Device error reporting pathway			4			14


			Training & competency procedures			9			10									Training & competency procedures			9			10


			User certification/re-certification			9			7									Monitoring arrangements & reporting			7			9


			Description of scope of POCT services available (incl. devices, locations)			8			1									User certification/re-certification			9			7


			Monitoring arrangements & reporting			7			9									POCT Team structure & contact details			5			6


			IQC & EQA procedures			6			17									Clinical Incident reporting & recording follow-up			6			6


			Clinical Incident reporting & recording follow-up			6			6									Evaluation procedure			5			5


			Quality management & document control			6			5									Quality management & document control			6			5


			POCT Team structure & contact details			5			6									Description of roles & responsibilities of POCT team and service users			12			4


			Evaluation procedure			5			5									Procurement procedure of devices, reagents, consumables			10			3


			Device maintenance procedure			4			17									Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			10			2


			Device error reporting pathway			4			14									Governance procedures			12			2


			Examination procedures (incl. pre- and post-) & Reporting results			2			17									Description of scope of POCT services available (incl. devices, locations)			8			1


			Quality Improvement			0												Quality Improvement						0








Sheet4


						Other (please specify)			Departmental QMS/Trust policies			Intranet			Qpulse/Datix/Trust Incident reporting system			Pathology/POCT SOP			Meeting  minutes			Job Descriptions			User guide			Other log


			Device error reporting pathway			Departmental QMS and Trust policies:  1  ; Intranet: 1;Qpulse Asset register:1			1			1			1


			Quality Improvement			Departmental QMS and Trust policies: 4 ; Pathology Quality Evaluation/ Improvement SOP: 2; Meeting minutes:1; POCT CoOrdinator keeps record: 1			4									2			1									1


			Clinical Incident reporting & recording follow-up			Departmental QMS/ Trust policies: 4 ; Qpulse/DATIX/Trust Incident reporting system: 8			4						8


			Training & competency procedures			Intranet: 1 ; POCT Training Policy: 1; On QM system/ kept by POCT Co-ordinator: 2 			1			1			2			1												1


			IQC & EQA procedures			Intranet: 1 ; Qpulse: 2 ; POCT EQA Scheme SOP: 1; Pathology server: 1						1			2			1												1


			Description of roles & responsibilities of POCT team and service users			Intranet: 1; Job descriptions:1; Trust/Viapath SLA and Trust POCT COP: 1; Role & responsiblities document: 1			1			1												2


			User certification/re-certification			Intranet: 2 ; POCT Training Policy: 1; Meeting minutes:1; POCT Coordinator/Ward keeps record: 1; Data mgt software/e-learning register:1						2						1			1									2


			Device maintenance procedure			Intranet: 2; Qpulse Asset register:1						2


			Description of scope of POCT services available (incl. devices, locations)			Intranet: 4 ; User Guide: 1 ; Pathology website: 1						4															1			1


			POCT Team structure & contact details			Intranet: 4 ; User Guide: 1; Organogram with devices:1; Pathology Quality Manual: 1						4						1									2


			Evaluation procedure			Lab evaluation/validation/verification SOP: 6 ; Qpulse: 2; Change Control SOP:1; Trust POCT COP:1									2			8


			Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)			Pathology Quality Manual: 1; Intranet: 1						1						1


			Monitoring arrangements & reporting			POCT Audit SOP:1; Qpulse Audit Module: 1 ; Datix: 1; Pathology server: 1; Data management software:1									2			1												2


			Quality management & document control			QPULSE SOP: 6 ;  Departmental QMS and Trust policies: 3; Pathology server: 1, Intranet: 1			3			2			6


			Procurement procedure of devices, reagents, consumables			SOP (?procurement):1 (8) ; Change Control SOP:1; Trust/Patho Procurement manual:1												10


			Governance procedures			Trust generic policy:2			2									2


			Examination procedures (incl. pre- and post-) & Reporting results


						Patient result log next to POCT device (e.g. handwritten, stickers)			On POCT device (Internal storage)			Device logs backed up onto separate server			Remote POCT management system			Integrated into LIMS			Paper / electronic copy kept in POCT office


			Glucometers			2			11			8			14			4			1


			Blood Gas Analysers						15			11			13			4			1


			Pregnancy testing			10			4						2						3


			Urinalysis			4			6			1			3			1			1
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POCT blank questionnaire
BLANK

		TAG Audit on Point of Care Accreditation Status 

		Section 1: Your hospital & patient population



		1		Laboratory contact name and address (Optional)











		2		Please indicate with a Tick, what type of hospital you work for



						Yes

				District General Hospital

				Teaching Hospital

				Teaching & DGH

				Tertiary referral hospital

				Tertiary & DGH



		3		Are your pathology or POCT services managed by a private company/partnership or by an NHS trust?

				Please tick all that apply		NHS		Private company/partnership

				Pathology only

				POCT only



		4		Which services / devices is your POCT team are responsible for?

				Please tick all that apply		Yes

				Glucometers

				Blood Gas Analysers

				Pregnancy testing

				Urinalysis

				Coagulation meters

				HBa1C

				Ketone meters 

				Other POCT devices (please specify)





		Section 2: POCT Accreditation



		1a		What is your current POCT accreditation status?

						Please tick

				Accredited to CPA standards

				UKAS (ISO) accredited to ISO 22870:2006 or 2016

				No POCT accreditation (just lab accreditation to UKAS (CPA or ISO 15189)



		1b		If you do not have UKAS accreditation for POCT, are you working towards this, do you have an inspection scheduled?

				Please give details













		2		Does your clinical biochemistry laboratory have UKAS accreditation?



						Please tick

				Accredited to CPA standards

				UKAS (ISO) accredited to ISO 15189

				No  accreditation 



		Section 3: POCT Organisation & Management

		1		Who has overall management of POCT in your trust?

		                           

						Yes, (please give details)

				Clinical Biochemistry

				Other pathology discipline

				Multi-disciplinary POCT management group

				Pathology Manager

				Other



		2		Apart from your POCT team, do you have any help from any other department i.e. Biomedical Engineering















		3		Does your trust have a POCT committee? If yes, which staff groups are involved?















		4		a) Does your trust have a designated POCT Manager/Co-Ordinator? (i.e. a role which oversees overall management of POCT services for the trust)



						Please tick

				Yes

				No



				b) If yes, what grade of staff are they?

						Please tick

				MLA (Band 3)

				Associate Practitioner (Band 4)

				MTO (Band 4/5)

				BMS (Band 5/6)

				Senior BMS (Band 7)

				Clinical Scientist (Band 6/7)

				Chief BMS (Band 8a)

				Clinical Scientist (Band 8a)

				Clinical Scientist (Band 8b)

				Clinical Scientist (Band 8c)



		Section 3: Quality Management System



		1		Does your POCT service have a separate quality management system to your main lab QMS?



						Please tick

				Yes

				No



				If no, do you use your lab QMS for POCT documents?













		2		a) Who maintains your POCT document control? 













				b) What grade of staff are they?

						Please tick

				MLA (Band 3)

				Associate Practitioner (Band 4)

				MTO (Band 4/5)

				BMS (Band 5/6)

				Senior BMS (Band 7)

				Clinical Scientist (Band 6/7)

				Chief BMS (Band 8a)

				Clinical Scientist (Band 8a)

				Clinical Scientist (Band 8b)

				Clinical Scientist (Band 8c)

				Other (please indicate AfC Band)





		3		Please indicate which documents are included in your QMS

						Please tick all that apply

				POCT Quality Manual

				POCT Quality Policy

				Documents describing the POCT 

				 management activities

				planning

				operation

				quality objectives

				quality standards

				control of processes



		4		Where do you document the following information relating to your POCT services



						POCT Manual		POCT Policy		POCT Device SOP		Other (please specify)		Not documented

				POCT Team structure & contact details

				Description of roles & responsibilities of POCT team and service users

				Description of accreditation and regulatory bodies (e.g. UKAS, MHRA)

				Description of scope of POCT services available (incl. devices, locations)

				Procurement procedure of devices, reagents, consumables

				Evaluation procedure

				Governance procedures

				Training & competency procedures

				User certification/re-certification

				Device maintenance procedure

				Device error reporting pathway

				Quality management & document control

				IQC & EQA procedures

				Monitoring arrangements & reporting

				Examination procedures (incl. pre- and post-) & Reporting results

				Quality Improvement

				Clinical Incident reporting & recording follow-up

				Other



		5		a) Do you have the following POCT documents?  b) And who controls them?

						Please tick all that apply		Controlled by

				Device SOPs

				Device user guide 

				Device troubleshooting guides

				Device maintenance log

				Reagent control log

				Worksheet/sample record log

				Training register (list of who is trained)

				Staff Competency log (for individual staff)

				Other

		6		Do you record user satisfaction/feedback/complaints/user interaction?

						Please tick all that apply		How do you record this?		How frequently do you monitor this?		Do you review corrective action?

				User satisfaction

				User feedback

				Problem resolution (corrective action)

				User complaints

				Complaint resolution

				External supplier issues

				Non-comformities (to policy or standards)

				Preventative action



		7		How do you record your POCT quality and technical records e.g. IQC, patient sample data, reagent logs? 

						Glucometers		Blood Gas Analysers		Pregnancy testing		Urinalysis

				Patient result log next to POCT device (e.g. handwritten, stickers)

				On POCT device (Internal storage)

				Device logs backed up onto separate server

				Remote POCT management system

				Integrated into LIMS

				Paper / electronic copy kept in POCT office

				Other



				(Question 7 continued)		Coagulation meters		HBa1C		Ketone meters 		Other POCT devices (please specify)

				Patient result log next to POCT device (e.g. handwritten, stickers)

				On POCT device (Internal storage)

				Device logs backed up onto separate server

				Remote POCT management system

				Integrated into LIMS

				Paper / electronic copy kept in POCT office

				Other



		8		Who performs the following quality management tasks?

						Please give details

				Procures POCT devices, reagents (including IQC/EQA material), IT systems

				Evaluate/select POCT devices, reagents (including IQC/EQA material), systems

				Establish documented quality policy and protocols

				Establish allocated duties and responsibilites for staff performing POCT

				Perform IQC specimen testing on POCT device

				Perform EQA specimen testing on POCT device

				Review/ respond to IQC performance

				Review/ respond to EQA performance

				Review device performance (cost-benefit analysis)

				Review clinical effectiveness of POCT services

				Review expenditure on POCT services (incl. consumables, service contracts etc)

		Section 4: POCT Service Operation

		1		Who is responsible for training clinical staff in the use of POCT devices?











		2		Does the training include the following?

						Please tick all that apply

				Sample collection type/procedure/storage

				Sample identification/ recording/reporting procedure

				Clinical utility of the test and its limitations

				Understanding of the analytical procedure

				Reagent storage requirements

				Quality Control and Quality Assurance procedures

				Technical limitations of the device

				Appropriate response to results that fall outside of predefined limits

				Infection control procedures

				Correct documentation and maintenance of the results

				Troubleshooting procedure or action to take in case of device failure

				Maintenance of the device

				Opportunity for feedback on the training



		3		How are staff competencies assessed/recorded?











		4		 How do you ensure staff maintain competencies on the devices they have been trained on?











		5		Who is responsible for maintaining records of training/attestation/re-training?















		6		What level of support does the main POCT management team provide?

								Please give details

								Glucometers		Blood Gas Analysers		Pregnancy testing		Urinalysis

				Setting up Service Level Agreements

				Providing advice to clinical departments on procurring POCT devices

				Providing advice to clinical departments on use of POCT devices

				Provide training to clinical users: 

				a) POCT team-led training (e.g. face-to-face)

				b) e-Learning

				c) Device Manufacturer-led training 

				Provide guidance on IQC

				Provide guidance on EQA

				Perform audit on POCT performance/use

				Manage LIMS connectivity



				(Question 6. continued)

								Please give details

								Coagulation meters		HBa1C		Ketone meters 		Other POCT devices (please specify)

				Setting up Service Level Agreements

				Providing advice to clinical departments on procurring POCT devices

				Providing advice to clinical departments on use of POCT devices

				Provide training to clinical users:

				a) POCT team-led training (e.g. face-to-face)

				b) e-Learning

				c) Device Manufacturer-led training 

				Provide guidance on IQC

				Provide guidance on EQA

				Perform audit on POCT performance/use

				Manage LIMS connectivity

				Many thanks for completing this questionnaire. 

				The findings of this audit will be presented on 28th April 2017. Further details to follow.



				Please return completed questionnaires either by e-mail to nikola.costa@gosh.nhs.uk or to the postal address FAO: Nikola Costa,  Level 5 Camelia Botnar Laboratories, Great Ormond Street Hospital, Great Ormond Street, London, WC1N 3JH

				Submission deadline: 31/03/2017

				Question 7: Please list the number of staff in your POCT Team, their position/role and their grade. 
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CLINICAL BIOCHEMISTRY AUDIT GROUP

Chairperson:					Treasurer:					Secretary:

Peter West					Ms Helen Aitkenhead				Ms Dawn Grenshaw

Chemical Pathology 				Chemical Pathology				Blood Sciences

North Middlesex Hospital				Great Ormond Street Hospital			WexhamParkHospital

Edmonton					Great Ormond Street				Wexham Street

London	N18 1QX				London WC1N 3JH				Slough SL2 4HL



PROGRAMME FOR THE AUDIT MEETING ON



POCT Services & Accreditation Status



Friday 28th April 2017

**REVISED TIME SCHEDULE**



Weston House* Lecture Theatre, Great Ormond St Hospital for Children, 

Great Ormond St, London, WC1N 3JH



2:30 pm 	Welcome and introduction			

Peter West (Chair TAG)

2:35 pm	Regional Audit on POCT Services and Accreditation	

Dr Nikola Costa, Senior Clinical Scientist, Great Ormond Street Children’s Hospital

Clinical 		3:00 pm	POCT Service Management and Challenges – A GOSH perspective

[bookmark: _GoBack]Evylyne Sena & Lauren Chesterton, POCT Manager & Associate



3:30 pm	Tea break



3:55 pm	POCT Competency Management and Training

Natalie Vaughan,London North West Healthcare NHS Trust

4:25 pm	Achieving ISO Accreditation – The Harrogate Experience -Dr Sarah Glover, POCT Clinical Lead, Harrogate and District NHS Foundation Trust

4.55 pm	Standard setting / discussion			Dr Nikola Costa

5:10 pm 	Feedback: Chronic Kidney Disease audit  Peter West, Chair TAG

/ closing remarks				



IBMS CPD applied for.  RCPath CPD: Participants may self accredit for attendance at regional and local meetings at a rate of 1 CPD credit per hour (whole hours only) in their online CPD Portfolio.

This meeting is open to all and free of charge to attend but please register via the following link if you wish to attend:

https://www.eventbrite.co.uk/e/poct-services-accreditation-status-a-thames-audit-group-meeting-tickets-32289371379

* Weston House is located opposite the entrance to the RoyalLondonHospitalfor Integrated Medicine on Great Ormond Street.
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