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	NMRU Report 2017

	This annual report covers the period since the last NMRU report, covers the period January to December 2017 and refers to the NMRU laboratories within SNBTS that provide microbiology confirmatory and reference testing for (SNBTS P&T, Tissue Services, Clinical Laboratories, Advanced Therapeutics) and NIBTS.

Key challenges identified for NMRU to progress over the next five years:

· The transition of NMRU serological laboratory (Gartnavel) and molecular laboratory (Ellen’s Glen Road) to one laboratory based at JCC; Edinburgh transition largely took place October – December 2017. The transition of the infectious archive and decommissioning of labs at EGR (including the vCJD lab) and Gartnavel are planned for 2018.
· Harmonisation and reduction of SOPs, forms and procedures (e.g. waste, clothing) and nationalisation of SOPs. 

· Review of IT systems supporting NMRU to provide electronic test requesting, resulting and archiving.

· Review of new assays available for confirmatory purposes to ensure NMRU retains ability to perform quality confirmations. 



	

	Workload
	In total 3479 samples were referred to the NMRU-Gartnavel. Each sample referred will follow a specific confirmatory algorithm that can require up to eight different tests to conclude. In addition to samples requiring NAT confirmatory/screen referred to NMRU-EGR from NMRU-Gartnavel, NMRU-EGR received additional referrals (stem cells donors, tissue donors, islet cell donors, MPX test failures) directly for urgent NAT testing (NMRU-EGR total referral = 292 referrals; 481 assays). Referral numbers have not changed significantly over the last five years (NMRU Annual Report 2017 supplementary data).



	

	KPIs

Turnaround

Times
	Turnaround is in calendar days (including Saturday, Sundays and public holidays) from receipt of sample to completion of test report - entry on eProgesa/Tissuetrace)

Specificity

Turnaround time

(days)

Turnaround time – confirmed positive

(days)

Percentage reported within 14 days (%)

HBV

5.6
n/a
96.2
HCV

6.6
3.6
93.8
HIV

4.9

n/a
94.5
Syphilis

3.5
3.1
99.5
HTLV

5.9

n/a

93.2
Malaria referral/screens

Referral location

Turnaround time

(days)*

Turnaround time – confirmed positive

(days)*

Percentage reported within 14 days (%)*

Tissue Services

6.0
n/a
89.7
NIBTS

5.8
n/a
93.4
SNBTS donor referrals

24.5
28.1
24.1
Data for previous 10 years is available in NMRU Annual Report 2017 supplementary data
*Malaria confirmatory IFAT assay performed by NHSBT NTMRL. Result return out with NMRU control.


	

	EQA
	Edinburgh
	NEQAS HCV RNA (3), EDQM HBV, HCV, HIV NAT (1), EDQM HEV (2), QCMD HBV DNA (2), QCMD HCV RNA (2),  QCMD HIV RNA (2),  QCMD HEV RNA (1),  QCMD WNV RNA (1)
All schemes satisfactory.   


	
	Glasgow
	NEQAS Blood Borne Viruses (12), Hepatitis B Serology (3), anti-HBs (3), anti-HCV (3), anti HIV 1& 2 (3), Syphilis antibodies (2)

All schemes satisfactory with exception of Hepatitis B serology 4086 (QIN 3416).

The HBe antigen status of specimen number 3790 of distribution number 4086 was reported as negative. NEQAS reported it as positive. 34% of NEQAS scheme also reported a negative result, the majority of which used the VIDAS assay (VIDAS used in NMRU). No correlation between batch number and negative result obtained by participants. HBe antigen gives an indication to the status of a HBV infection e.g. acute/chronic. There is no risk to patient or donor safety associated with this incident. The manufacturer (Biomerieux) investigated and concluded that the performance of the kit was within specification (sensitivity 98.1%; specificity 100%).


	

	Change Controls and
Risk Assessments

	Change controls and associated risk assessments have been undertaken to support developments within the NMRU. Validation, risk assessments and change controls for the transition of the NMRU to JCC are also attached.


	
	Document Number

Document Title

Active Date

CC803

New easyMAG operational software required to support new PC with upgraded Microsoft operating system for easyMAG EDNBTS1201 in NMRU

01/08/2017

CC883

New +37C incubator in NMRU
04/12/2017

      
[image: image1.emf]NMRU GXP Risk  Assessment 2017.docx
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	Risks


	No NMRU specific risks

No risks impacting on NMRU 

	

	Quality Incidents
	NMRU logged 14 quality incidents in Qpulse (14 green). All closed (79% within 30 days/target date; 11/14).

[image: image4.emf]NMRU Quality  Incidents 2017.docx



	

	NMRU Representation 

Internal
	Microbiology Test Evaluation Group (MTEG)

Infection Control Committee

CGSG

Healthcare Scientist Forum (NSS)

EGR and Gartnavel BUG

Local & National Change Control Groups

National Training Group

Liberton Safety Action Group

COSHH Review Group

Local & National H&S Committees

Biological/GM Safety Committee

Waste Policy Group (NSS)

JCC Transition Group

JCC Office Users Group

	External
	JPAC Standing Advisory Committee Transfusion Transmitted Infections (SACTTI)

SACTTI parasite sub-group

NHSBT Kit Evaluation group (KEG)

NHSBT/PHE Epidemiology Steering Group

NHSBT Transfusion Microbiology Clinical Group

University of Edinburgh MSc in Transfusion, Transplantation and Tissue Banking

	

	Additional Documentation
	
[image: image5.emf]NMRU 2017 Annual  Report supplementary data v 1.0.doc
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		NMRU Transition Change Controls

		[image: image2.jpg]NS

National
Services
Scotland












		Document Number

		Title

		Date CC Sign Off



		NAC CC 057

		NMRU - Relocation of all NMRU testing laboratories from Edinburgh and Glasgow to National Centre

		Outstanding



		NAC CC 058

		NMRU - Implementation of Phase 1 of NMRU transition to National Centre

		17 Oct 2017



		NAC CC 059

		NMRU - Inform the Health & Safety Executive (HSE) of the relocation of the SNBTS to the National Centre (GMMO)

		16 Oct 2017



		NAC CC 060

		NMRU - Inform the Scottish Government of the relocation of the SNBTS to the National Centre

		16 Oct 2017



		NAC CC 061

		NMRU - Inform Home Office of the relocation of the SNBTS to the National Centre

		16 Oct 2017



		NAC CC 062

		NMRU - Inform the Health & Safety Executive (HSE) of the relocation of the SNBTS to the National Centre (HG3)

		16 Oct 2017






		NAC CC 063

		NMRU - Introduction of 1 single ended and 1 double ended decontamination autoclave in National centre, room RD-09

		Outstanding



		NAC CC 064



		NMRU - Installation and validation of NAT testing fridges(x 3 – all new), freezers (x2  new and x 2 existing transfer ) and storage area in NM-09 at the National Centre.

		10 Oct 2017






		NAC CC 065

		NMRU - Relocation of NMRU CJD Laboratory to National Centre

		16 Oct 2017



		NAC CC 066

		NMRU - Relocation of NMRU NAT testing Phase 1 equipment and reagents to the National Centre

		10 Oct 2017






		NAC CC 067

		NMRU - Introduction and qualification of NMRU NAT assays, using phase 1 equipment, to National Centre.

		16 Oct 2017



		NAC CC 069

		Implementation of Phase 2 of NMRU transition to National Centre

		08 Nov 2017



		NAC CC 068

		NMRU - Relocation of NMRU NAT testing Phase 2 equipment and reagents to the National Centre

		01 Nov 2017



		NAC CC 073

		NMRU - Relocation of NMRU/RD&I material listed on Schedule 5 of the Anti-Terrorism, Crime & Security Act (2001).

		02 Nov 2017



		NAC CC 074

		NMRU - Qualification of NMRU NAT Assays, using phase 2 equipment, at National Centre

		07 Nov 2017



		NAC CC 070

		NMRU - Implementation of Phase 3 of NMRU transition to National Centre

		14 Dec 2017



		NAC CC 075

		NMRU - Installation and validation of serology testing fridges (x3 – all new) and freezer (x1 – new) to National Centre

		12 Dec 2017



		NAC CC 076

		NMRU - Installation and validation of -30°C cold room (NM-06) at the National Centre

		12 Dec 2017



		NAC CC 077

		NMRU - Installation and validation of +4oC cold room (NM-11) at the National Centre

		25 Jan 2018



		NAC CC 078

		NMRU - Relocation of NMRU serology testing Phase 3 equipment and reagents to National Centre

		28 Nov 2017



		NAC CC 079

		NMRU - Introduction and qualification of NMRU serology assays, using Phase 3 equipment, to National Centre

		14 Dec 2017



		NAC CC 080

		NMRU - Introduction and validation of new Biomerieux Mini Vidas automated ELISA equipment to National Centre.

		14 Dec 2017



		NAC CC 071

		NMRU - Implementation of Phase 4 of NMRU transition to National Centre

		06 Feb 2018



		NAC CC 081

		NMRU - Installation and qualification of Phase 4 serology testing fridges (x3 – transferred) to National Centre.

		25 Jan 2018



		NAC CC 082

		NMRU - Relocation of NMRU serology testing Phase 4 equipment and reagents to National Centre.

		29 Jan 2018



		NAC CC 083

		NMRU - Introduction and qualification of NMRU serology assays, using Phase 4 equipment, to National Centre.

		06 Feb 2018



		NAC CC 072

		NMRU - Relocation of NMRU infectious archive samples (from Gartnavel NMRU) to -30°C cold room NM-06 at the National Centre

		Outstanding
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		Number

		Event Title

		Status

		Event Date

		Priority



		QIN2748

		Anti- Malaria QC Expired

		Closed

		27/01/2017

		Green



		QIN2760

		Field Safety Notice FSN 101/2017 relating to Biomerieux magnetic silica

		Closed

		30/01/2017

		Green



		QIN2774

		Unexpected HCV NAT positive result obtained by NMRU on cadaver sample G170416427101F

		Closed

		02/02/2017

		Green



		QIN2800

		2016 Outstanding PPM Work Orders

		Closed

		07/02/2017

		Green



		QIN3075

		Field Safety Notice Biorad Monolisa HCV Ag-Ab Ultra v2

		Closed

		06/04/2017

		Green



		QIN3122

		NMRU-Failure to Complete Self Inspection AUD 463 within allocated time.

		Closed

		19/04/2017

		Green



		QIN3370

		Failure to issue report for annual MTAS validation

		Closed

		14/06/2017

		Green



		QIN3406

		Pipette CJ56879 failed the 'as found' 6-monthly calibration

		Closed

		23/06/2017

		Green



		QIN3416

		NEQAS Hepatitis B serology Distribution scheme 4086

		Closed

		27/06/2017

		Green



		QIN3941

		Trend alarms for units storing GMP reagents were not acknowledged

		Closed

		30/10/2017

		Green



		QIN4074

		2017 Outstanding PPM (Weeks 1 – 40)

		Closed

		21/11/2017

		Green



		QIN4127

		2017 Outstanding PPM (Weeks 1 – 40)

		Closed

		21/11/2017

		Green



		QIN4219

		Temperature excursion during NMRU stock checks

		Closed

		20/12/2017

		Green



		QIN4220

		NMRU Reagent Transfer Temperature Excursion 

		Closed

		18/12/2017

		Green
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Dr Lisa Jarvis


National Microbiology Reference Unit


Jack Copeland Centre

Heriot Watt Research Park


Edinburgh

EH17 7QT


Tel:  0131 314 5661

TABLE 1a: NMRU HBV REFERRALS (2008 - 2017) & FIGURE 1a: NMRU HBV REFERRALS (1991- 2017)


		Year

		Aberdeen

		Belfast

		Cord

		Cork

		Dundee

		Edinburgh

		Glasgow

		Inverness

		Tissue Services

		Quotient/


others

		Total



		2008

		7

		65

		-

		-

		12

		31

		18

		6

		86

		-

		225



		2009

		7

		73

		-

		-

		8

		23

		23

		13

		71

		-

		218



		2010

		5

		152

		-

		-

		8

		23

		55

		12

		80

		-

		335



		2011

		14

		69

		1

		-

		9

		24

		40

		7

		87

		8

		259



		2012

		8

		31

		6

		-

		7

		21

		27

		5

		87

		5

		197



		2013

		8

		8

		-

		-

		2

		13

		26

		4

		88

		7

		156



		2014

		2

		12

		-

		-

		2

		23

		40

		5

		104

		1

		189



		2015

		3

		6

		-

		-

		4

		8

		15

		3

		114

		19

		172



		2016

		7

		46

		-

		-

		7

		16

		16

		3

		126

		-

		221



		2017

		5

		69

		-

		-

		1

		12

		27

		3

		122

		-

		239





*HBV referrals exclude anti-HBc testing of apheresis panel, history of jaundice donors and Tissue Services.
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TABLE 1b:  NMRU HCV REFERRALS (2008 -2017) and FIGURE 1b:  NMRU HCV REFERRALS (1991 – 2017)

		Year

		Aberdeen

		Belfast

		Cord

		Cork

		Dublin

		Dundee

		Edinburgh

		Glasgow

		Inverness

		Tissue Services

		Quotient / others

		Total



		2008

		36

		79

		-

		48

		32

		34

		97

		164

		29

		86

		-

		605



		2009

		39

		100

		-

		6

		7

		32

		64

		107

		20

		75

		-

		450



		2010

		37

		81

		-

		-

		-

		22

		61

		116

		17

		85

		-

		419



		2011

		22

		70

		3

		-

		10

		20

		60

		94

		14

		88

		6

		385



		2012

		28

		57

		6

		6

		42

		21

		61

		108

		11

		87

		5

		432



		2013

		29

		70

		-

		-

		53

		21

		86

		93

		12

		90

		6

		460



		2014

		18

		70

		-

		-

		61

		24

		71

		141

		18

		111

		-

		514



		2015

		31

		78

		-

		-

		-

		27

		89

		137

		12

		113

		19

		506



		2016

		18

		105

		-

		-

		-

		25

		65

		105

		16

		126

		1

		461



		2017

		15

		91

		-

		-

		-

		14

		49

		90

		10

		124

		1

		394
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TABLE 1c:  NMRU HIV REFERRALS (2008 - 2017) and FIGURE 1c:  NMRU HIV REFERRALS (1991 – 2017)

		Year

		Aberdeen

		Belfast

		Cord

		Cork

		Dundee

		Edinburgh

		Glasgow

		Inverness

		Tissue Services

		Quotient / others

		Total



		2008

		29

		49

		-

		-

		19

		58

		57

		17

		84

		-

		313



		2009

		16

		113

		-

		-

		20

		47

		80

		16

		71

		-

		363



		2010

		18

		87

		-

		-

		14

		56

		84

		11

		81

		-

		351



		2011

		11

		104

		1

		-

		13

		31

		67

		10

		89

		6

		331



		2012

		12

		122

		7

		-

		8

		44

		45

		4

		87

		5

		334



		2013

		11

		26

		1

		-

		9

		17

		47

		6

		92

		6

		215



		2014

		8

		18

		-

		-

		5

		25

		29

		6

		119

		1

		212



		2015

		9

		24

		-

		-

		8

		30

		43

		5

		120

		21

		260



		2016

		12

		40

		-

		-

		10

		36

		64

		14

		126

		-

		302



		2017

		10

		31

		-

		-

		6

		30

		60

		9

		125

		-

		271
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TABLE 1d:  NMRU SYPHILIS REFERRALS (2008 – 2017) and FIGURE 1d:  NMRU SYPHILIS REFERRALS (1998 - 2017)

		Year

		Aberdeen

		Belfast

		Cork/


Dublin

		Dundee

		Edinburgh

		Glasgow

		Inverness

		Tissue Services

		Cord

		Quotient / others

		Total



		2008

		51

		114

		32

		25

		82

		160

		53

		88

		-

		-

		605



		2009

		38

		206

		32

		17

		71

		77

		10

		72

		23

		-

		546



		2010

		114

		130

		5

		55

		175

		256

		40

		80

		44

		-

		899



		2011

		30

		133

		-

		79

		265

		339

		50

		85

		2

		6

		989



		2012

		6

		65

		-

		31

		161

		158

		21

		84

		6

		5

		538



		2013

		7

		37

		-

		24

		131

		144

		16

		80

		-

		6

		446



		2014

		1

		48

		-

		27

		82

		105

		7

		64

		-

		1

		335



		2015

		41

		54

		-

		30

		148

		190

		20

		107

		-

		19

		611



		2016

		65

		116

		2

		71

		202

		249

		50

		121

		-

		-

		876



		2017

		27

		68

		-

		13

		112

		145

		38

		114

		-

		-

		517
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TABLE 1e:  NMRU MALARIA ANTIBODY TESTING (2008 - 2017) and FIGURE 1e:  NMRU MALARIA ANTIBODY TESTING (1998 – 2017)

		Year

		Aberdeen

		Belfast1

		Dundee

		Edinburgh

		Glasgow

		Inverness

		Tissues1

		Cord

		Others

		Total



		2008

		13

		225

		4

		40

		44

		6

		128

		-

		-

		460



		2009

		12

		222

		4

		20

		50

		5

		112

		2

		-

		427



		2010

		17

		209

		6

		35

		46

		4

		101

		-

		-

		418



		2011

		4

		246

		7

		34

		45

		5

		100

		2

		-

		443



		2012

		5

		215

		14

		79

		47

		2

		73

		6

		-

		441



		2013

		0

		215

		5

		30

		44

		0

		47

		13

		-

		354



		2014

		2

		199

		6

		25

		42

		0

		58

		5

		-

		337



		2015

		4

		174

		3

		29

		29

		2

		59

		1

		18

		319



		2016

		14

		167

		3

		20

		27

		-

		29

		-

		-

		260



		2017

		10

		184

		4

		23

		23

		2

		37

		-

		-

		283





1Belfast and Tissues include screen tests in addition to confirmations
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TABLE 1f:  NMRU HTLV REFERRALS (2008 – 2017) and FIGURE 1f:  NMRU HTLV REFERRALS (2002 - 2017)

		Year

		Aberdeen

		Belfast

		Dundee

		Edinburgh

		Glasgow

		Inverness

		Tissues & Cells

		Cord

		Virus Labs


(Dun/


Edin/Glas)

		Quotient / others

		Total



		2008

		-

		-

		4

		-

		3

		-

		84

		-

		4

		-

		95



		2009

		-

		-

		2

		5

		5

		1

		72

		22

		13/-/1

		-

		121



		2010

		1

		2

		4

		5

		6

		4

		78

		44

		8/1/3

		-

		156



		2011

		-

		2

		4

		3

		2

		-

		81

		97

		15/-/2

		6

		212



		2012

		2

		3

		-

		5

		3

		-

		83

		9

		43/-/2

		5

		156



		2013

		-

		1

		1

		1

		3

		-

		80

		-

		24/1/3

		6

		120



		2014

		-

		2

		-

		1

		3

		-

		66

		-

		2/-/4

		-

		78



		2015

		11

		4

		-

		39

		49

		4

		103

		-

		-/-/2

		19

		231



		2016

		17

		27

		8

		52

		63

		13

		123

		-

		-/-/3

		-

		306



		2017

		11

		34

		5

		29

		49

		12

		114

		-

		-/-/3

		-

		257
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TABLE 1g:  NMRU HEV REFERRALS (2015-2017) and FIGURE 1g:  NMRU HEV, WNV, T.CRUZI REFERRALS (2015-2017)

		Year

		Aberdeen

		Belfast

		Dundee

		Edinburgh

		Glasgow

		Inverness

		Tissues & Cells

		Other

		Total



		2015

		0

		0

		0

		52

		2

		0

		0

		0

		54



		2016

		7

		6

		8

		16

		30

		2

		2

		0

		71



		2017

		9

		9

		8

		17

		28

		4

		56

		0

		131





 TABLE 1h:  NMRU WNV REFERRALS (2015-2017) and FIGURE 1g:  NMRU HEV, WNV, T.CRUZI REFERRALS (2015-2017)

		Year

		Aberdeen

		Belfast

		Dundee

		Edinburgh

		Glasgow

		Inverness

		Tissues & Cells

		Other

		Total



		2015

		0

		0

		0

		0

		0

		0

		4

		0

		4



		2016

		0

		0

		0

		0

		0

		0

		7

		0

		7



		2017

		0

		0

		0

		0

		0

		0

		2

		0

		2





TABLE 1i:  NMRU T.CRUZI REFERRALS (2015-2017) and FIGURE 1g:  NMRU HEV, WNV, T.CRUZI REFERRALS (2015-2017)

		Year

		Aberdeen

		Belfast

		Dundee

		Edinburgh

		Glasgow

		Inverness

		Tissues & Cells

		Other

		Total



		2015

		0

		0

		0

		0

		0

		0

		8

		0

		8



		2016

		0

		0

		0

		0

		0

		0

		6

		0

		6



		2017

		0

		0

		0

		0

		0

		0

		3

		0

		3





FIGURE 1g:  NMRU HEV, WNV, T.CRUZI REFERRALS (2015-2017)
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FIGURE 1h:  NMRU DONOR ANTI-HBc SCREENS (2000- 2017)
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FIGURE 2:  TOTAL NMRU REFERRALS (1991 – 2017)



[image: image7.emf]1109


3286


3464


3636


3727


3700


3375


3599


3280


3128


2987


3112


2496


2982


5798


4101


6160


5639


4852


5190


4668


3999


3578


3456


3528


3637


3479


0


1000


2000


3000


4000


5000


6000


7000


1991 1993 1995 1997 1999 2001 2003 2005 2007 2009 2011 2013 2015 2017


Annual Referrals




Note: Includes anti-HBc referrals


TABLE 2a: NMRU TURNAROUND TIMES FOR HBV, HCV, HIV AND SYPHILIS REFERRALS FROM SNBTS AND NIBTS (2008–2017) & HTLV (2017)

(Turnaround is in calendar days (including Saturday, Sundays and public holidays) from receipt of sample to completion of test report - entry on eProgesa)


		Specificity

		Year

		Turnaround time (days)

		Percentage reported within 14 days (%)



		HBV

		2008

		5.3

		99.2



		

		2009

		5.1

		96.3



		

		2010

		5.6

		94.7



		

		2011

		4.7

		95.3



		

		2012

		4.4

		97.4



		

		2013

		5.0

		97.2



		

		2014

		4.1

		100.0



		

		2015

		3.4

		100.0



		

		2016

		4.4

		 98.7



		

		2017

		5.6

		96.2



		HCV

		2008

		6.0

		96.5



		

		2009

		6.1

		97.3



		

		2010

		6.1

		95.5



		

		2011

		7.6

		89.5



		

		2012

		7.1

		93.9



		

		2013

		8.0

		92.1



		

		2014

		6.0

		97.5



		

		2015

		4.6

		98.3



		

		2016

		5.3

		97.5



		

		2017

		6.6

		93.8



		HIV

		2008

		6.6

		93.2



		

		2009

		6.4

		92.0



		

		2010

		7.3

		92.2



		

		2011

		6.4

		95.1



		

		2012

		5.7

		94.1



		

		2013

		6.0

		92.9



		

		2014

		4.3

		100.0



		

		2015

		5.1

		95.7



		

		2016

		4.9

		98.2



		

		2017

		4.9

		94.5



		Syphilis

		2008

		3.6

		100.0



		

		2009

		4.3

		98.1



		

		2010

		4.0

		99.6



		

		2011

		3.3

		100.0



		

		2012

		4.4

		99.3



		

		2013

		3.7

		99.7



		

		2014

		3.9

		100.0



		

		2015

		3.1

		99.8



		

		2016

		3.0

		100.0



		

		2017

		3.5

		99.5



		                 HTLV

		2017

		5.9

		93.2





FIGURE 3a: NMRU HBV TURNAROUND 2017
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FIGURE 3b: NMRU HCV TURNAROUND 2017
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FIGURE 3c: NMRU HIV TURNAROUND 2017
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FIGURE 3d: NMRU SYPHILIS TURNAROUND 2017
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FIGURE 3e: NMRU HTLV TURNAROUND 2017
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TABLE 2b: NMRU TURNAROUND TIMES FOR MALARIA REFERRALS FROM SNBTS AND NIBTS (2005 –2016)


(Turnaround is in calendar days (including Saturday, Sundays and public holidays) from receipt of sample to completion of test report (entry on eProgesa)

		Site

		Year

		Turnaround time (days)

		Percentage reported within 14 days (%)



		Tissue Services

		2008

		6.7

		91.4



		

		2009

		5.5

		95.0



		

		2010

		4.7

		95.7



		

		2011

		6.3

		94.7



		

		2012

		6.8

		89.4



		

		2013

		5.5

		100.0



		

		2014

		4.9

		96.2



		

		2015

		4.0

		98.1



		

		2016

		12.9

		75.0



		

		2017

		6.0

		89.7



		NIBTS

		2008

		5.7

		93.2



		

		2009

		5.0

		95.3



		

		2010

		5.1

		94.7



		

		2011

		5.2

		95.5



		

		2012

		4.8

		94.0



		

		2013

		3.7

		98.0



		

		2014

		4.8

		95.5



		

		2015

		5.1

		94.8



		

		2016

		4.8

		94.5



		

		2017

		5.8

		93.4



		SNBTS Donor Referrals (Conf)

		2008

		24.2

		2.0



		

		2009

		20.9

		23.5



		

		2010

		26.4

		1.6



		

		2011

		18.5

		27.5



		

		2012

		16.7

		38.5



		

		2013

		20.7

		26.0



		

		2014

		16.8

		31.9



		

		2015

		18.6

		30.5



		

		2016

		20.2

		24.2



		

		2017

		24.5

		27.6





FIGURE 3e: NMRU MALARIA TURNAROUND 2016
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TABLE 6:  SNBTS MICROBIOLOGY DONOR SCREENING DATA 2017

		2017



		

		HBV

		HCV

		HIV




		Syphilis

		HTLV



		

		Number of

		New

		RR

		Rate

		Conf 

		RR

		Rate

		Conf

		RR

		Rate

		Conf 

		RR

		Rate

		Conf 

		RR

		Rate

		Conf 



		RTC

		Donations

		Donors

		

		

		Pos

		

		

		Pos

		

		

		Pos

		

		

		Pos

		

		

		Pos



		Aberdeen

		16998

		1294

		1

		0.01%

		0a

		10

		0.06%

		0

		6

		0.04%

		0

		9

		0.05%

		0

		13

		0.08%

		0



		Dundee

		16287

		1191

		1

		0.01%

		0

		12

		0.07%

		0

		2

		0.01%

		0

		7

		0.04%

		1

		8

		0.05%

		0



		Edinburgh

		54367

		3918

		8

		0.01%

		0a/a

		31

		0.06%

		1

		16

		0.03%

		0

		54

		0.10%

		2

		34

		0.06%

		0



		Glasgow

		67855

		6810

		5

		0.01%

		0

		63

		0.09%

		4

		36

		0.05%

		0

		78

		0.11%

		6

		43

		0.06%

		0



		Inverness

		12736

		665

		2

		0.02%

		0a

		 9

		0.07%

		0

		 7

		0.05%

		0

		28

		0.22%

		0

		12

		0.09%

		0



		Total (Scotland)

		168233

		
13878

		 17

		0.01%

		0

		125

		0.07%

		5

		67

		0.04%

		0

		176

		0.10%

		 8

		110

		0.07%

		0



		Tissue samples

		 

		960

		0

		-

		0

		1

		(0.10%)

		0b/c

		0

		-

		0

		2

		0.21%

		0

		0

		-

		0





RTC = Regional centre - Testing is performed at Edinburgh (A, D, E) or Glasgow (G, I)


RR = Repeat reactive (at least 2 of 3 occasions in screening test) - associated blood discarded


Rate = specificity rate for false positivity (true positives removed from calculation)


Conf Pos = Confirmed positive by NMRU, donor counselled and permanently off-service


In addition two confirmed HBV vaccinees (a), one known HCV positive organ donor (b) and one known HCV positive clinical trial patient were detected and excluded from the blood and tissue donor data









Mean 5.1 days malaria screen; 24.6 days referral



(28.1 days for confirmed positive)







Screens 99.6% by 14 days



Referrals 25.8% by 14 days











Mean 3.5 days (3.1 days for confirmed positive)



99.5% by 14 days











Mean 4.9 days 



94.5% by 14 days



































Mean 5.9 days



93.2% by 14 days











































Mean 6.6 days (3.6 days for confirmed positive)



93.8% by 14 days























Number







Mean 5.6 days 



96.2 by 14 days
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     Completed NMRU Validations/Qualifications:  January 2017– December 2017

		Validation Document Number

		Document Title

		Active Date



		VD LIB 117

		Process Validation Protocol - Use of AmpliCube HEV 2.0 Kit for HEV NAT Testing of anti-EBV Cytotoxic T-Lymphocytes

		28/03/2017



		VD NAC 589

		NMRU - Process Validation Protocol for HCV NAT Assay (Phase 1)

		22/06/2017



		VD NAC 590

		NMRU - Process Validation Protocol for HBV NAT Assay (Phase 1)

		22/06/2017



		VD NAC 591

		NMRU - Process Validation Protcol for HCV NAT Assay (Phase 2)

		22/06/2017



		VD NAC 597

		NMRU - QRP - Balance EDNBTS0109 (NMRU00116)

		21/06/2017



		VD NAC 598

		NMRU - QRP - Balance GLABTS0841 (NMRU00015)

		21/06/2017



		VD NAC 599

		NMRU - IOQ - Centrifuge GLABTS0863 (NMRU00016)

		22/06/2017



		VD NAC 600

		NMRU - QRP - Centrifuge EDNBTS1643 (NMRU00132)

		20/06/2017



		VD NAC 601

		NMRU - QRP - Centrifuge GLABTS0817 (NMRU00017)

		20/06/2017



		VD NAC 602

		NMRU - QRP - Centrifuge GLABTS1693 (NMRU00018)

		20/06/2017



		VD NAC 603

		NMRU - QRP - Centrifuge EDNBTS0084 (NMRU00129)

		20/06/2017



		VD NAC 604

		NMRU - QRP - Centrifuge EDNBTS0924 (NMRU00130)

		20/06/2017



		VD NAC 605

		NMRU - QRP - easyMAG A0184 (NMRU00153)

		28/06/2017



		VD NAC 606

		NMRU - QRP - easyMAG EDNBTS1201 (NMRU00152)

		28/06/2017



		VD NAC 607

		NMRU - QRP - Incubator GLABTS0840 (NMRU0004)

		22/06/2017



		VD NAC 608

		NMRU - QRP - Incubator GLABTS2408 (NMRU0005)

		22/06/2017



		VD NAC 609

		NMRU - QRP - Incubator GLABTS2517 (NMRU0060)

		22/06/2017



		VD NAC 610

		NMRU - QRP - LightCycler EDNBTS1785 (NMRU00101)

		28/06/2017



		VD NAC 611

		NMRU - QRP - LightCycler EDNBTS1808 (NMRU00102)

		28/06/2017



		VD NAC 612

		NMRU - QRP - LightCycler EDNBTS1809 (NMRU00103)

		28/06/2017



		VD NAC 613

		NMRU - QRP - RotorGene EDNBTS1784 (NMRU00100)

		28/06/2017



		VD NAC 614

		NMRU - QRP - Thermal Cycler EDNBTS1167 (NMRU00140)

		28/06/2017



		VD NAC 615

		NMRU - QRP - Thermal Cycler EDNBTS1199 (NMRU00099)

		28/06/2017



		VD NAC 616

		NMRU - QRP - Thermal Cycler EDNBTS1639 (NMRU00098)

		28/06/2017



		VD NAC 617

		NMRU - IQOQPQ - Class II MSC (NMRU00012)

		28/06/2017



		VD NAC 620

		NMRU - IQOQPQ - Class II MSC (NMRU00215)

		28/06/2017



		VD NAC 621

		NMRU - IQOQPQ - Class II MSC (NMRU00216)

		28/06/2017



		VD NAC 622

		NMRU - QP - Waterbath A0150 (NMRU00146)

		28/06/2017



		VD NAC 623

		NMRU - QP - Waterbath EDNBTS 1759 (NMRU00147)

		28/06/2017



		VD NAC 624

		NMRU - QP - Waterbath EDNBTS 1760 (NMRU00148)

		28/06/2017



		VD NAC 625

		NMRU - QP Microplate Washer GLABTS1517 (NMRU00072)

		28/06/2017



		VD NAC 626

		NMRU - QP Microplate Washer GLABTS2450 (NMRU00070)

		28/06/2017



		VD NAC 627

		NMRU - QP Microplate Washer GLABTS2451 (NMRU00071)

		28/06/2017



		VD NAC 628

		NMRU - QP - Microplate Reader A0173 (NMRU00055)

		28/06/2017



		VD NAC 629

		NMRU - QP - Microplate Reader A0467 (NMRU00054)

		28/06/2017



		VD NAC 630

		NMRU - QP  -40°C Freezer EDNBTS1811 (NMRU00155)

		20/06/2017



		VD NAC 631

		NMRU - QP -80°C Freezer EDNBTS1835 (NMRU00156)

		20/06/2017



		VD NAC 636

		NMRU - URS - Mini VIDAS Blue Automated System

		30/06/2017



		VD NAC 637

		NMRU - QP - Mini VIDAS Blue Automated System

		03/11/2017



		VD NAC 638

		NMRU - Process Validation Protocol for Manual ELISA Testing in the NMRU (Dynamic Mode)

		28/06/2017



		VD NAC 639

		NMRU - Process Validation Protocol for Manual ELISA Testing in NMRU

		27/06/2017



		VD NAC 640

		NMRU - IQOQPQ- DS2 Automated ELISA System in the NMRU

		03/11/2017



		VD NAC 656

		NMRU - HBV NAT Testing (Phase 2)

		28/06/2017



		VD NAC 657

		NMRU - WNV NAT Testing (Phase 2)

		28/06/2017



		VD NAC 658

		NMRU - HEV NAT Testing (Phase 2)

		28/06/2017



		VD NAC 660

		NMRU - IQOQPQ - -20°C Freezer (NMRU00086)

		16/06/2017



		VD NAC 661

		NMRU - IQOQPQ - -20°C Freezer (NMRU00125)

		16/06/2017



		VD NAC 662

		NMRU - IQOQPQ - -20°C Freezer (NMRU00126)

		04/10/2017



		VD NAC 663

		NMRU - IQOQPQ - Fridge (NMRU00083)

		16/06/2017



		VD NAC 664

		NMRU - IQOQPQ - Fridge (NMRU00084)

		16/06/2017



		VD NAC 665

		NMRU - IQOQPQ - Fridge (NMRU00085)

		16/06/2017



		VD NAC 666

		NMRU - IQOQPQ - Fridge (NMRU00104)

		16/06/2017



		VD NAC 667

		NMRU - IQOQPQ - Fridge (NMRU00124)

		16/06/2017



		VD NAC 668

		NMRU - IQOQPQ - Fridge (NMRU00154)

		18/07/2017



		VD NAC 670

		NMRU - QP - Fridge GLABTS1984 (NMRU00080)

		26/06/2017



		VD NAC 671

		NMRU - QP - Fridge GLABTS2452 (NMRU00081)

		26/06/2017



		VD NAC 672

		NMRU - QP - Fridge GLABTS2453 (NMRU00082)

		26/06/2017



		VD NAC 673

		NMRU - OQPQ - NM-09 Reagent Storage Area

		22/06/2017



		VD NAC 685

		IOPQ - NMRU Cold Room NM-06

		24/07/2017



		VD NAC 728

		DS2 automated ELISA platform

		25/08/2017



		VD NAC 802

		IQOQPQ - NMRU Cold Room NM-11

		11/12/2017



		VD NAT 440

		URS - 37°C Incubator for Microtire Plates

		27/11/2017



		VD NAT 445

		REAL TIME PCR SYSTEM FOR NAT ASSAYS

		08/12/2017
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Completed NMRU risk assessments:  January 2017– December 2017

		Document Number

		Document Title



		NAC GXP RA 0004

		NMRU Transition of Testing Activities to National Centre



		NAC GXP RA 0030

		Installation of one double ended and one single ended decontamination autoclave in RD-09



		

		



		NAT GXP RA 0150

		Storage of Positive NMRU Samples in -30°C Cold Room (NM-06) / +4°C Ante-room (NM-11)



		NAT GXP RA 0457

		Risk of TIB MOL BIOL Failing to Supply Molecular Probes of Suitable Quality to NMRU



		NAT GXP RA 0489

		Update to easyMAG operational software to support upgraded Microsoft operating system



		NAT GXP RA 0522

		Replacement +37°C incubator for NMRU



		

		



		GLA GXP RA 266

		Non return of Supplier Quality Questionnaire-Sterilab



		

		



		IT GXP RA 046

		Rotor- Gene  Q (NMRU)



		IT GXP RA 048

		Roche LightCycler 2.0 (NMRU)



		IT GXP RA 049

		Mini Vida (NMRU Gartnavel)



		IT GXP RA 050

		Revelation (NMRU Gartnavel)



		IT GXP RA 051

		DS Matrix (NMRU Gartnavel)



		IT GXP RA 052

		LT- com (NMRU Gartnavel)



		IT GXP RA 068

		Mini Vidas (NMRU Gartnavel)



		

		





		

		

		1

		03/11/2017
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