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Audit Template
	Audit Title:
Thames audit on the provision of faecal markers


	Lead Auditor:
Peter West
	Audit date(s):
15th March 2016


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

Regional

	Report Author:
Name: Peter West

Email:peterwest@nhs.net

	Aims of the Audit:
To ascertain what faecal markers were currently being provided by biochemistry laboratories within the Thames Region


	Audit Method and Outcome(s):
A questionnaire was sent out to biochemistry laboratories in the Thames Region asking questions related to faecal occult blood, faecal elastase, faecal calprotectin and faecal reducing substances with an additional question asking whether any other markers were additionally offered.
19 responses were received.
An equal number of laboratories were or were not offering faecal occult blood with the majority offering the test still using the guaiac colorimetric method with very few using the more sensitive immunochemical FIT method but all performing the test in house.
All laboratories offered faecal elastase with the majority accepting both wet and formed stool samples and referring the samples to another Trust.
 All laboratories used the same reference ranges to suggest normal, mild or severe exocrine pancreatic function.
All but one laboratory offered faecal calprotectin with an equal number performing the test in house and referring the samples to another Trust.
There was some variation in the cut off values quoted for faecal calprotectin to differentiate irritable bowel syndrome from inflammatory bowel disease.
The majority of laboratories still offered faecal reducing substances with the majority performing the test in house.
Some form of clinical interpretation was offered for most of the assays.
There was a significant variation in the workload for all four assays with all laboratories having seen a significant increase for both faecal elastase and faecal calprotectin.
All laboratories performed IQA and participated in an EQA scheme for their assays with the exception of faecal reducing substances where EQA was not readily available.
A small number of laboratories additionally offered either faecal porphyrins or faecal alpha 1 antitrypsin.


	Audit Recommendations / Standards:
1. Wherever possible, laboratories should discourage the requesting of faecal occult blood if using the guaiac colorimetric method for investigation of suspected colorectal cancer due to the poor sensitivity and specificity of the method. The guaiac colorimetric method should only be used as part of the UK National Bowel Cancer Screening Programme.
2. The only acceptable routine faecal occult blood method should be a validated FIT method.
3. Both wet and formed stool samples are acceptable for the measurement of faecal elastase. However, if a low or borderline low result is obtained on a wet sample the laboratory should suggest a repeat request with a more formed stool.
4. Guidelines should be issued to primary care with a suggestion to refer those patients with an elevated faecal calprotectin to secondary care for follow up investigations.
5. Samples sent to a referral laboratory for faecal calprotectin should be sent by first class post or by courier as soon as possible and preferably within 7 days and stored at -20OC prior to being sent.
6. Wherever possible, laboratories should discourage the routine requesting of faecal reducing substances for the investigation of diarrhoea due to its poor sensitivity and specificity.
7. Laboratories should consider offering faecal alpha 1 antitrypsin in patients for the investigation of protein losing enteropathy.
8. Wherever possible, clinical interpretation should be included with the results of faecal markers.
9. IQC should be performed on all faecal marker assays.
10. EQA (or an alternative if EQA is not available) should be performed on all faecal marker assays.



	


	Audit recommendations / standards ratified by … and when:
Thames Audit Committee at the end of March 2016



	Date of audit report:
4th April 2016

	Audit documents for upload to http://www.acb.org.uk/whatwedo/science/audit.aspx
Please include as attachments with this Audit Summary form if authors and the organising committee would like information to be publicly accessible on the ACB website Audit section.
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Recommendations for the audit on faecal markers

1. [bookmark: _GoBack]Wherever possible, laboratories should discourage the routine requesting of faecal occult blood if using the guaiac colorimetric method in screening for investigation of suspected colorectal cancer due to the its poor sensitivity and specificity of the method. and Tthis The guaiac colorimetric method method should only be used as part of the UK National Bowel Cancer Screening Programme.

2. The only acceptable routine faecal occult blood method should be a validated FIT method.

3. Both wet and formed stool samples are acceptable for the measurement of faecal elastase. However if a low or borderline low result is obtained on a wet sample the laboratory should suggest a repeat request with a more formed stool.

4. Guidelines should be issued to primary care with a suggestion to refer those patients with an elevated faecal calprotectin to secondary care for follow up investigations.

5. Samples sent to a referral laboratory for faecal calprotectin should be sent by first class post or by courier as soon as possible and preferably within 7 days and stored at -20oC prior to being sent.

6. Wherever possible, laboratories should discourage the routine requesting of faecal reducing substances for the investigation of diarrhoea due to its poor sensitivity and specificity.

7. Laboratories should consider offering faecal α1 antitrypsin in patients for the investigation of protein losing enteropathy.

8. Wherever possible, clinical interpretation should be included with the results of performed for all faecal markersassays.

9. IQC should be performed on all faecal marker assays.

10. EQA (or an alternative if an EQA is not available) should be performed on allfor all faecal marker assays.
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AUDIT MEETING ON FAECAL MARKERS-JUNE 2016.pptx
Results from the Thames Audit on Faecal Markers

Peter West

Honorary Consultant Biochemist

North Middlesex University Hospital NHS Trust

On behalf of the Thames Audit Group

15th March 2016





Responses to the questionnaire

There were a total of 19 responses

Teaching hospitals					4

Non-teaching hospitals				10

Part of a network					4

Teaching hospital +part of a network			1





Faecal occult blood-1

Question1 Does your laboratory currently offer this assay?

Yes							10

No							9

If no, please go to question 2

If yes, please go to question 3







Faecal occult blood-2

Question 2 Was this assay withdrawn from your laboratory in recent years?

There were a total of 9 responses.

Withdrawn at the end of July 2014 due to false results-discontinuation letter sent out.

Withdrawn in August 2009 following NICE guidelines(colorectal).

Discontinued in 2010.Symptomatic patients should be investigated according to NICE guideline CG027.Discontinued due to poor specificity and sensitivity. It is too insensitive to be used in guiding investigation in symptomatic patients. FOB not advised except in the national screening programme.

Withdrawn in 2012 due to lack of evidence supporting its use in investigation of symptomatic patients in line with national guidelines at the time. If we get a request it gets an automated comment referring user to BSG investigation of iron deficiency anaemia guidelines and NHS bowel cancer screening programme.

Withdrawn in 2014 due to declining numbers of requests and concerns about assay quality.









Faecal occult blood-3

Test stopped in May 2009 following local audit that showed that 58% of requests were inappropriate ie:symptomatic patients who should be referred by old CRC guidelines.45% of positive results were not referred to gastroenterology.

Withdrawn in December 2011 due to poor specificity and sensitivity for colorectal cancer.

In 2012 it was agreed with the GP and gastro team to withdraw the test in view of its poor sensitivity and specificity.

Withdrawn in 2011 due to poor sensitivity and specificity in view of national guidelines and UK bowel screening programme.













Faecal occult blood-4

Question 3. If the answer to question 1 is yes, which of the following is it offered to?

Any team who request it					5

Gastroenterology +General Practitioners			1

General Practitioners						1

Paediatrics only						2

The use of faecal occult blood should be restricted to patients in whom endoscopy is contra-indicated eg:they are low risk, age or co-morbidities and includes paediatrics, investigation of symptomatic patients when bowel visualisation is contra-indicated or difficult, follow up of known disease(monitoring),investigation of familial colorectal cancer in patients <50 years who are low risk	1







Faecal occult blood-5

Question 4 If offered, is the assay performed?

In house								10

Referred to another Trust						0

Question 5.If performed in house, which of the following methods is used?

Guaiac colorimetric method						7

Faecal immunochemical test(FIT)					3

Question 6. If you now offer FIT, when did you introduce this and what was the reason for changing?

2014 due to poor sensitivity and specificity of the guaiac method.

October 2014.The manufacturer was withdrawing the kit for the guaiac method which led to the new kit for FIT to be validated in the laboratory as an alternative service.







Faecal occult blood-6

Question 7 Which sample type is accepted?

Wet faeces								8

Wet faeces and faeces pre-applied to the card				1

Question 8 Does your laboratory reject that those samples that are visibly blood stained?

Yes									3

No									6

Question 9 If wet faeces are accepted, is the faeces allowed to dry on the card for the length of time specified by the manufacturer?

Yes									5

No									4









Faecal occult blood-7

If no, what is the length of time that the cards are left to dry if not following the manufacturer’s instructions?

No responses

Question 10 Is your laboratory aware of the NICE guideline issued in June 2015 on Guidance for Suspected Colorectal Cancer where faecal occult blood testing was mentioned?

Yes								15

No								0

Question 11 Following the issuing of this guideline, there have been recommendations made by experts in the field advising clinical biochemistry laboratories to cease to offer the guaiac based method due to poor sensitivity and specificity. Is your laboratory aware of these?

Yes								15

No								0















Faecal occult blood-8

Question 12 Have you made any changes in your laboratory as a result of the NICE guideline or recommendations by experts in the field?

Yes								2

No								13

If yes, please indicate what changes have been made?

The laboratory had already changed to the FIT method prior to the NICE guidelines.

The following comment is added to rejected FOB requests: The currently used faecal occult blood test has a very poor diagnostic sensitivity and specificity for colorectal cancer. If the patient is symptomatic and there is a high suspicion then colorectal/gastroenterology referral is suggested. Please call the laboratory on xxxx if you wish to discuss this further.





Faecal occult blood-9

Question 13 Does your laboratory provide any clinical interpretation with the report issued?

Yes								2

No								8

Of the two laboratories responding yes the responses were as follows:

Laboratory 1-the entry of a negative result on LIMS will automatically add the following comment to the report: Recent audit showed over 80% of FOB requests are inappropriate. A negative result does NOT rule out bowel pathology(even three negative FOBs may miss 60% of colorectal cancers).Patients with “red flag” symptoms including unexplained iron deficiency anaemia(<11.1 g/ml men,<10 g/ml non-menstruating women)should be referred urgently. Asymptomatic patients over 60 years should be enrolled in the National Screening Programme. See pathology handbook for further details on appropriate indications for requesting FOB.

There is no accompanying comment for positive results.





Faecal occult blood-10

Laboratory 2-All requests have the following comment added to them: This test cannot be used to rule out colorectal cancer.

Please note that the current faecal occult blood test has very poor sensitivity and specificity for colorectal cancer. The false negative rate can be as high as 50% and the test will also give a high number of false positives.

Question 14 What was the workload for your laboratory in 2015?

The number ranged from <50 to 5150.

Question 15 How did the workload compare with that in 2014?

Significantly increased(>20%)				1

Significantly decreased(>20%)			0

No significant difference(<20%)			8				







Faecal occult blood-11

Question 16 Does your laboratory perform an IQC for this assay?

Yes							9

No							1

The one laboratory responding no mentioned that the assay(FIT-Check 4-haemoglobin test)does not make use of an internal quality control sample.However,there is an internal control integrated into the strips)

Question 17 Does your laboratory participate in an EQA scheme for this assay?

Yes							10

If yes, please provide details of the scheme

WEQAS faecal occult blood scheme

UK NEQAS faecal occult blood scheme

WEQAS and UKNEQAS

Yorkshire EQA scheme for occult blood





Faecal elastase-1

Question 1 Does your laboratory currently offer this assay?

Yes								19

No								0

Question 2 If the answer to question 1 is yes, which of the following is it offered to?

Gastroenterology						1

Any team who request it					14

Gastroenterology +General Practitioners			2

Gastroenterology+Paediatrics					2

Question 3 If offered, is the assay performed?

In house							4

Referred to another Trust					15





Faecal elastase-2

If referred, please specify where the sample is sent and how it is sent:

Clinical biochemistry(ViaPath) at Kings College Hospital by courier-commonly mentioned

Virology at Great Ormond Street Hospital by first class post-commonly mentioned(one laboratory mentioned that samples would be sent by post if stored for >3 days in a fridge. For any longer delay samples should be frozen and sent on ice)

Epsom/St Helier Hospital by first class post

Birmingham City Hospital by first class post

Spire Manchester by Hays Dx overnight transport

Homerton Hospital-stored frozen prior to sending via courier

Southampton General Hospital by courier













Faecal elastase-3

Question 4 If performed in house, please state the method used:

Schebo ELISA monoclonal

Schebo Sandwich ELISA with two monoclonal antibodies

Question 5 Is your method affected by those patients on pancreatic supplements?

Yes								1

No								5

Unsure							8

Question 6 Which sample type is accepted?

Wet sample							1

Formed stool							6

Wet sample +formed stool					12









Faecal elastase-4

A number of respondents made the following comments:

Watery stool sample-interpret with caution. Suggest repeat if result not consistent with clinical picture.

Users are advised that the sample should preferably not be liquid.

Although wet samples are accepted, a comment is added requesting a formed stool as a repeat sample and warning that the result may be unreliable.

Spire will reject liquid sample but all samples are sent.

Wet sample sent with the caveat that the result reported is not reliable.

Formed sample is preferred. Repeat may be required if low result on wet stool sample.











Faecal elastase-5

Question 7: Please quote the ranges for the following:

Normal exocrine pancreatic function-all mentioned a value>200 ug/g

Mild exocrine pancreatic insufficiency-all mentioned 100-200 ug/g

Severe exocrine pancreatic insufficiency-all mentioned <100 ug/

Please state the source of your reference range if known:

The kit insert(also same as referral laboratory previously used) and the referral laboratory were mentioned.

Question 8 Does your laboratory provide any clinical interpretation with the report issued?

Yes							12

No							4							





Faecal elastase-6

Most mentioned that the clinical interpretation from the referral laboratory is added to the report.

Two laboratories mentioned the following:

>200 ug/g normal-no evidence of pancreatic exocrine insufficiency

100-200 ug/g-result suggestive of moderate to mild exocrine pancreatic insufficiency

<100 ug/g –result suggestive of severe exocrine pancreatic insufficiency? chronic pancreatitis, cystic fibrosis,diabetes mellitus,cholelithiasis(gall stones),failure to thrive, pancreatic cancer or papillary stenosis

One laboratory mentioned the following:

>200 ug/g stool-normal

100-200 ug/g stool-moderate pancreatic insufficiency

<100 ug/g stool-severe pancreatic insufficiency

Polyclonal antibody assay. Reference range only valid when patients are not taking pancreatic enzyme replacement therapy

















Faecal elastase-7

Question 9 What was the workload for your laboratory in 2015?

The number ranged from 219 to 2555

Question 10 How did the workload compare to that in 2014?

Significantly increased(>20%)					11

Significantly decreased(>20%)				0

No significant difference(<20%)				5

Question 11 Does your laboratory perform an 1QC for this assay?

Yes								3

Question 12 Does your laboratory participate in an EQA scheme for this assay?

Yes								1

No								2

One laboratory responding no queried whether such a scheme was available.

If yes, please provide details:

Enrolled for 2016 in Instand EQA scheme









Faecal calprotectin-1

Question 1 Does your laboratory currently offer this assay?

Yes											18

No											1

Question 2 If the answer to question 1 is yes, which of the following is it offered to?

Gastroenterology									1

Any team who request it								11

Gastroenterology +General Practitioners							5

Gastroenterology, General Practitioners, Paediatricians and Colorectal Surgeons	  	1

One laboratory mentioning any team stated  that the majority were from gastroenterology, some GPs with a few from other teams in the Trust. The other teams within the Trust vary considerably and has often been via discussion with Gastroenterology.

Question 3 If offered, is the assay performed?

In house										9

Referred to another Trust								9









Faecal calprotectin-2

If referred, please specify where the sample is sent and how it is sent:

First class post or by courier to Viapath,Kings College Hospital-commonly mentioned

First class post to City Hospital,Birmingham.Sent frozen if delay in sending >5 days

Daily courier to St George’s Hospital,Tooting

First class post to Peptide Laboratory,Royal Surrey County Hospital

Stored frozen prior to sending via courier to Homerton Hospital

By courier to Southampton General Hospital

Question 4 If assayed in house,please state the method used:

ELIA on Phadia 250 system

Sandwich ELISA(polyclonal)

Thermo(Phadia 250)using faecal sample preparation kit by Roche for extraction















Faecal calprotectin-3

Phadia Calpro 1

Buhlmann EK-Cal ELISA kit-Alpha Laboratories

Accusay ELISA kit from Launch Diagnostics

Question 5 If assayed in house, how are the samples stored prior to analysis?

4o C  							6

-20oC							1

Two laboratories mentioned both- that samples are stored at room temperature or 4oC prior to extraction and at -20oC for extracted samples and another laboratory mentioned that samples are analysed as soon as possible and may initially be stored at 4oC(one week maximum, otherwise stored at -20oC)and extracted samples are stored at -20 oC if not analysed on the same day.









Faecal calprotectin-4

Question 6 Which stool extraction method is used?

Extraction performed using the faecal sample preparation kit by Roche Diagnostics

Sample chamber and as per kit insert(Accusay calprotectin,Launch Diagnostics)

Roche extraction method-weighing technique

Buhlmann extraction method

Roche Smart Prep

ELIA stool extraction kit

Known weight of stool extracted with extraction buffer from ELISA kit. Weight/Volume ratio 1:50

Question 7 How is the working extraction buffer stored once in use?

Room temperature			1(laboratory mentioned used on same day)

40C					8











Faecal calprotectin-5

Question 8 For how long are the extracts mixed initially?

Samples are mixed for 20 minutes

10 minutes gentle mix followed by 1 minute vortex

1-2 minutes

30 minutes

30 seconds vortex followed by 20 minutes roller mixer

Vortex followed by20 minutes on rotary mixer

Approximately 20-30 seconds-can vary depending on hardness of the stool

Variable but typically 30 seconds but this largely depends on the sample integrity and can be up to 5 minutes. Samples are vortexed with 7.5 ml of extraction buffer until it is suspended in the bottom of the Roche extraction tube.

Vortexed for 2 minutes











Faecal calprotectin-6

Question 9 Once in use, for how long would a single batch of working buffer be used before being discarded?

2 days maximum

Working buffer would be used until it is finished or reached expiry date. Only one lot number is in use at a time and buffer is supplied in the Buhlmann kit

24 hours

Extraction buffer is provided ready made and stored until used in the fridge

Until expiry date from the manufacturer

After every 100 samples(5 working days)

Used on the day











Faecal calprotectin-6

Question 10 Please state the values that your laboratory quotes as a cut off to differentiate between IBS and IBD for adults, children or both:

All but one laboratory quoted the same ranges for adults and children.

50ug/g is the cut off for “positive”

<60 ug/g-Commonly quoted

<60 ug/g-faecal calprotectin within reference range. Unlikely IBD.Treat as IBS

>60 ug/g and <109 ug/g-local audit suggests a faecal calprotectin cut off of 109 u/g is unlikely to be associated with IBD.Treat as IBS

>110 u/g and <250 ug/g Faecal calprotectin indeterminate. Consider repeat after 4 weeks unless symptoms(eg: unexplained iron deficiency anaemia)suggest earlier referral to gastroenterology. Stop NSAID for 4 weeks before retest

>250 ug/l Faecal calprotectin raised, suggestive of IBD.Suggest immediate referral to gastroenterology





Faecal calprotectin-7

>150 ug/g diagnostic of IBD

Adults >150 ug/g(50-150 ug/g is reported as borderline and a repeat sample suggested)

Children >50 ug/g but with a comment that the normal range is broader for children under 4 years of age and a value >50 ug/g may not be pathological.

<30 ug/g Negative result. Symptoms likely to be due to IBD.Suggest referral to gastroenterology if clinical concerns.

30-75 ug/g Intermediate level. If similar on repeat, suggest referral to gastroenterology.

>75 ug/g Consistent with active bowel inflammation. Suggest referral to gastroenterology.

>50 mg/kg







Faecal calprotectin-8

<50 ug/g with suitable comments appended to results that fall into the following categories:

Low <30 u/g:Faecal calprotectin within reference range, not suggestive of gastrointestinal inflammation. If previously diagnosed with IBD,the level would indicate a period of remission.

Borderline 30-80 ug/g:Borderline faecal calprotectin result, bowel inflammation not excluded. Suggest repeat if clinical suspicion warrants or investigate further as appropriate.

High >80 ug/g:Faecal calprotectin raised, consistent with GI inflammation. Also consider other causes eg:infection,polyps,malignancy and NSAID use. If previously diagnosed with IBD,consistent with active disease.

High >340 ug/g:Faecal calprotectin raised, consistent with GI inflammation. Also consider other causes eg:infection,polyps,malignancy and NSAID use.If previously diagnosed with IBD,consistent with active disease.Crohn’s Disease patients with calprotectin >340 ug/g are at greater risk of relapse.Interpret in line with clinical assessment.

Results were derived from current evidence/publications,tending to err on the side of caution.Current cut offs/values are in the process of being audited.





Faecal calprotectin-9

Question 11 How were the quoted values derived?

Referral laboratory

Manufacturer derived/kit insert

Locally derived in consultation with gastroenterology

Previous method evaluation

Results derived from current evidence/publications tending to err on the side of caution.

Derived from Buhlmann kit insert(<60)outcome of clinical audit(60-109)recommended by local gastroenterology team(>110-<250)

Question 12 Were guidelines issued to primary care following the 2013 NICE guideline recommending the use of the assay to primary care?

Yes							9

No							4

Unsure						3





Faecal calprotectin-10

If yes, was this issued by?

Gastroenterology							1

Jointly by Gastroenterology and Biochemistry(+ Immunology in one case)	7

Gastroenterology and the local CCG					1

Question 13 Does the laboratory provide any clinical interpretation with the report?

Yes									15

No									2

If yes,please enclose a copy of a typical report

<60 ug/g:Faecal calprotectin within the reference range ?IBS/quiescent IBD

60-150 ug/g:Marginally elevated faecal calprotectin. Consider causes such as infection,polyps,GI tract malignancy and the use of NSAIDS-suggest repeat in first instance

>150 ug/g Raised faecal calprotectin suggestive of IBD.

Known IBD:Interpret results in context of clinical assessment

Above mentioned by two of the laboratories





Faecal calprotectin-11

<60,>60-<109,>110-<250 –as listed in question 10.Also where applicable the following comments may also be appended to certain reports:

Watery stool sample, interpret with caution. Suggest repeat if not consistent with clinical picture.

Mucus-like stool sample. Please interpret results with caution as mucus strongly binds calprotectin and can be the cause of false negative results

Reference ranges are not validated for use in children under 4 years of age and results may be elevated in this population due to incomplete closure of the gut, particularly in children under 1 year of age.

>112 mg/kg –gastrointestinal inflammation present. Suggest referral to secondary care(if request from primary care)

<50 mg/kg-no evidence of gastrointestinal inflammation

50-111 mg/kg-indeterminate.Suggest repeat if symptoms persist





Faecal calprotectin-12

<50 ug/g.Effectively excludes active inflammatory bowel disease as a cause of symptoms.

False negatives can occur(diagnostic sensitivity=93%)

Normal results can also be seen in circumstances such as lymphocytic colitis, coeliac and stable diverticulitis. If symptoms persist, suggest investigate further or refer as appropriate.

50-100 ug/g Results in this range are clinically indeterminate. Suggest repeat or investigate further as appropriate.

>100 ug/g Faecal calprotectin suggests gastrointestinal inflammation. Possible causes include inflammatory bowel disease,infection,polyps,neoplasia and NSAID use.If the patient has been previously diagnosed with IBD,then result may be consistent with active disease.If not previously diagnosed with IBD,further investigation should be considered to establish the aetiology.





Faecal calprotectin-13

50 ug/g quoted as the cut off. Additionally added the following:

For watery stool samples, the comment code is added automatically in an extra line below the result field at the extraction stage if the word "watery” is present in the internal comment field :Please note:”This stool sample was of a watery consistency. Faecal calprotectin results may be falsely reduced in this sort of sample”

Results >50 ug/g get an automated comment “Highly suggestive of inflammatory bowel disease. False positives occur in patients taking NSAIDs ,with recent chest infection or who have active bleeding in the GI tract(including patients with cancer)or in those with infective colitis. A few patients in the range 50-200 ug/g will have irritable bowel but referral to gastroenterology is advised in all new positives for assessment”.









Faecal calprotectin-14

Reference range<50 ug/g.

Median value for healthy individuals is 25 ug/g

Values>50 ug/g are regarded as being positive.

Median value for patients with colorectal cancer is 350 ug/g

Median value for patients with inflammatory bowel disease (Crohn’s

  Disease and Ulcerative Colitis) is 17212 ug/g.







Faecal calprotectin-15

Calprotectin >150 ug/g Raised levels of faecal calprotectin detected. This is an indicator of bowel inflammation due to infection or autoimmune disease. Suggest referral to gastroenterology for further assessment.

Calprotectin <50 ug/g Calprotectin levels within normal range. This is useful for excluding bowel inflammation due to infection or autoimmune disease although must be interpreted in the clinical context.

Calprotectin 50-150 ug/g Borderline range. Suggest repeat in 4-6 weeks if clinically indicated. Raised levels are an indicator of bowel inflammation due to infection or autoimmune disease

Question 14 What was the workload for your laboratory in 2015?

The number ranged from 377 to 32,860







Faecal calprotectin-16

Question 15 How did the workload compare to that in 2014?

Significantly increased(>20%)				17

Significantly decreased(>20%)			0

No significant difference				0

Question 16 Does your laboratory perform an IQC for this assay?

Yes							9

No							0

One laboratory responding yes mentioned that they use an in house prepared QC and a manufacturer kit QC.

Question 17 Does your laboratory participate in an EQA for this assay?

Yes							9

No							0















Faecal calprotectin-17

If yes, please provide details

All 7 mentioned UKNEQAS Birmingham scheme for faecal markers of inflammation with and one additionally mentioning EQUALIS.





Faecal reducing substances-1

Question 1 Does your laboratory offer this assay?

Yes						13

No						6

Question 2 If the answer to question 1 is no, did you previously provide this assay and if so, when did your laboratory stop offering it and why?

Stopped providing a couple of years when Clinitest tablets became unavailable although happy to stop the test as unreliable method

Previously screened using Clinitest followed by sugar TLC of positives. Test discontinued when Clinitest tablets withdrawn and guidance from Guy’s with regard to poor sensitivity and specificity of test

Stopped offering the test in December 2013 with agreement of the local paediatricians. Test not sufficiently sensitive nor specific to use in the diagnosis of lactose deficiency. For patients who are clinically lactose intolerant we suggest a trial of lactose free diet with referral to paediatrics if symptoms persist





Faecal reducing substances-2

Stopped offering the test in 2011.Comment added to request “Faecal reducing substances using the now obsolete Clinitest tablet method -results are uninterpretable. Positive results are seen in normal and negative results in patients with disaccharidase deficiency. Often dietary restriction of lactose is necessary as an empirical test or alternatively, the hydrogen breath test may be required-please contact gastroenterology for further information.

Question 3 If the answer to question 1 is yes, which teams is it offered to?

Any teams ie: not restricted								6

Paediatrics										2

Mostly Paediatrics but also Gastroenterology +General Practitioners	                          		1										

Generally Paediatrics									1

Any team but generally restricted to Paediatrics and Gastroenterology(requests vetted)		1

Paediatrics +General Practitioners							1		                                                                               											

Question 4 If offered, is the assay performed?

In house										9

Referred to another Trust								4







Faecal reducing substances-3

If referred, please specify where the sample is sent and how it is sent:

Sent frozen by courier to Great Ormond Street Hospital-commonly mentioned

Sent frozen by courier to Charing Cross Hospital

Sent by courier to Mid Essex Hospital

Question 5 If assayed in house, please state the method:

Benedict’s reagent-most mentioned

Benedict’s reagent as initial screen and if positive  followed by separation by TLC followed by staining with aniline/phthalate and naphthoresorcinol

TLC sugar chromatography localised with aniline/diphenylamine mixture on heating











Faecal reducing substances-4

Question 6 If assayed in house, how are sample stored prior to analysis?

4 O C							0

-20OC							7

Question 7  For how long are samples stored before analysis?

1-2 weeks

Up to 1 week-most quoted

Ideally within 4 hours

Maximum of 3 days ie:over the weekend

Maximum of 4 days









Faecal reducing substances-5

Question 8 Are positive samples sent away for further testing?

Yes						5

No						5

One laboratory responding no mentioned that they would occasionally refer the sample, another mentioned that follow up would be performed in house by TLC

If yes, please state where the samples are sent and where they are sent:

 Sample sent frozen to Great Ormond Street Hospital-most quoted

Sent by courier to Kings College Hospital(Viapath)by courier

					





Faecal reducing substances-6

Question 9 Does your laboratory provide any clinical interpretation with the report issued?

Yes						6

No						6

Two laboratories responding yes mentioned that it would be for sugar chromatography and one responding no mentioned other than to state positive or negative with ID to follow

If yes, please enclose a copy of a typical report:

Clinical interpretation from the referral laboratory

Faecal sugars positive:faecal sugar chromatography detected the presence of glucose,galactose,lactose and stachyose

Reducing sustances test positive:to confirm glactosaemia please send a dried blood spot for galactose 1 phosphate assay.Negative results have no comment







	





Faecal reducing substances-7

Question 10 What was your workload for 2015?

The number ranged from 3 to 450

Question 11 How did the workload compare to that in 2014?

Significantly increased(more than 20%)			2

No significant difference(less than 20%)			10

Question 12 Does your laboratory participate in IQC for this assay?

Yes								7

No								1

Question 12 Does your laboratory participate in an EQA scheme for this assay?

Yes								1

No								6









Faecal reducing substances-8

Two laboratories responding no mentioned that they are planning to start an exchange of samples with a neighbouring Trust to help meet UCAS standards

If yes,please provide details:

Recently joined Wye Valley NHS Trust reducing substances pilot scheme









Number of stated requests for each of the faecal markers in 2015

FAECAL OCCULT BLOOD

<50 148 500 570 1453 1491 2180 3200

FAECAL ELASTASE

119 123 164 219 308 336 340 358 364 378 423 800 816 1524 2162 2555

FAECAL CALPROTECTIN

377 490 993 1092 1506 1560 1857 1860 1896 2391 2992 5941 6600 9413 10,000 32860

FAECAL REDUCING SUBSTANCES

3 24 31 71 109 117 120 127 154 358 368 450







Are there any other faecal markers offered by your laboratory?

Yes					5

No					14

If yes, please provide details:

Faecal porphyrins			2

Faecal alpha 1 antitrypsin		3

Of the three laboratories mentioning faecal alpha 1 antitrypsin, one mentioned that it is  available if requested by a Consultant Gastroenterologist or if agreed with the Consultant Biochemist and is sent to the Protein Reference Unit at St George’s Hospital ,Tooting if specific criteria are met.

One laboratory mentioning faecal porphyrins mentioned that these were sent to Kings College Hospital





Summary of the findings of the audit questionnaire-1

An equal number of laboratories were offering or not currently offering faecal occult blood as a routine assay and those not offering the assay had withdrawn it in the last six years or so largely due to the lack of sensitivity and specificity of the guaiac method of analysis.

Few laboratories were currently offering the faecal immunochemical test-FIT.

All laboratories who offered faecal occult blood testing performed the test in house.

Respondents to the questionnaire were aware of the NICE guideline on Guidelines for Suspected Colorectal Cancer where faecal occult blood testing was mentioned.

Where faecal occult blood testing was offered, the majority of laboratories did not offer any clinical interpretation with the laboratory report.

There was a significant variation for faecal occult blood requests between laboratories but no significant difference in workload between 2014 and 2015.

The majority of laboratories offering faecal occult blood testing ran an ICQ and participated in an EQA scheme.

All laboratories offered faecal elastase with the majority referring the test to another Trust.









.





Summary of the findings of the audit questionnaire-2

The majority of respondents were unsure whether their method for faecal elastase was affected if patients were on pancreatic supplements.

Most laboratories accepted both wet and formed stools with several mentioning that results obtained on wet stool samples be rechecked with a formed stool wherever possible.

All laboratories quoted the same ranges for normal exocrine pancreatic function and both mild and severe exocrine pancreatic insufficiency.

The majority of respondents offered clinical interpretation for faecal elastase with the laboratory report with most quoting the information provided by the referral laboratory.

There was a significant variation  for faecal elastase requests between laboratories with the majority having seen a significant increase in the workload comparing 2014 and 2015.

The majority of laboratories offering the test in house mentioned that  they ran an IQC for faecal elastase with only one laboratory mentioning participating in an EQA scheme.





Summary of the findings of the audit questionnaire -3

All but one of the laboratories were offering faecal calprotectin with an equal number performing the test in house and referring the sample to another laboratory.

For those laboratories offering the test in house, there was some variation in the stool extraction method used, how long the extracts were initially mixed and once in use how long a single batch of working buffer was used before being discarded.

There was some variation in both the cut-off values quoted and the clinical interpretation offered with the laboratory report for faecal calprotectin and some overlap between the two with the majority providing the latter.

The majority of laboratories had issued some guidance to primary care with regard to the use of faecal calprotectin.

 There was a significant  variation in workload for faecal calprotectin requests  between  laboratories and all had seen a significant increase in workload between 2014 and 2015.

All laboratories participated in both IQA and EQA for faecal calprotectin.











Summary of the findings of the audit questionnaire-4

The majority of laboratories were still offering faecal reducing substances.

Those who had withdrawn the assay had done so to the problem with the supply of the Clinitest tablets and poor sensitivity and specificity of the test.

The majority of laboratories still offering faecal reducing substances were offering the test in house, either using Benedict’s reagent,Bendedict’s reagent followed by thin layer chromatography of reducing sugars or just thin layer chromatography.

All stored their samples at -20oC prior to analysis.

An equal number of laboratories did or did not send positive samples away for further testing and did or did not offer some form of clinical interpretation with the laboratory report.

There was a significant variation in the workload for faecal reducing substances requests  between the laboratories with the majority having not seen any significant difference between 2014 and 2015.













Summary of the findings of the audit questionnaire-5

The majority of laboratories performed an IQC for the assay but the majority not participating in an EQA scheme.
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FEEDBACK FROM AUDIT ON LABORATORY ANALYSES FOR POISONED PATIENTS

(MARCH 2015)


1.  Did your laboratory participate in the audit on Laboratory Analyses for Poisoned Patients?


Yes
☐

No

☐

2.  Did you meet the standards set?

Yes
☐

No

☐

3.  Did you implement any changes in practice following this audit?





Yes
☐

No

☐

If yes please indicate what changes were implemented

THAMES AUDIT ON FAECAL MARKERS

Faecal Occult Blood


a. Does your laboratory currently offer this assay?


b. Yes


c. No


If no, then please go to question 2

If yes,then please go to question 3


1. Was this assay withdrawn from your laboratory in recent years?


a. Yes


b. No-we never offered this test


 If yes,please indicate when it was withdrawn and the reason for doing so


2. If the answer to question 1 is yes, which of the following is it offered to?


a. Gastroenterologists


b. Other teams within your Trust-please specify


c. General Practitioners


3. If offered, is the assay performed?


a. In house


b. Referred to another Trust


If referred, please specify where it is sent and how it is sent ie: by first class post or by courier


4. If performed in house, which of the following methods is used?


a. Guaiac colorimetric method


b. The quantitative faecal immunochemical test(FIT)


5. If you now offer FIT, when did you introduce this and what was the reason for changing?


6. Which sample type is accepted?


a. Wet faeces


b. Faeces pre-applied to the card


c. Both


d. N/A

7. Does your laboratory reject those samples that are visibly blood stained?

a. Yes


b. No


8. If wet faeces are accepted, is the faeces allowed to dry on the card for the length of time specified by the manufacturer?


a. Yes


b. No


c. N/A


If no, what is the length of time that the cards are left to dry if not following the manufacturer’s instructions?


9. Is your laboratory aware of the NICE guideline issued in June 2015 on Guidance for Suspected Colorectal Cancer where faecal occult blood testing was mentioned?


a. Yes


b. No


10. Following the issuing of this guideline, there have been recommendations made by experts in the field advising clinical biochemistry laboratories to cease to offer the guaiac based method due to its poor sensitivity and specificity? Is your laboratory aware of these?


a. Yes


b. No


11. Have you made any changes in your laboratory as a result of the NICE guideline or recommendations by experts in the field?

a. Yes


b. No


If yes, please indicate what changes have been made.


12. Does your laboratory provide any clinical interpretation with the report issued?

a. Yes


b. No


c. N/A


If yes, please enclose a copy of a typical report


13. What was the workload for your laboratory in 2015?


14. How did the workload compare with that in 2014?


a. Significantly increased (ie: more than 20%)


b. Significantly decreased (ie: more than 20%)


c. No significant difference


d. N/A


15. Does your laboratory perform an IQC for this assay?


a. Yes


b. No


17. Does your laboratory participate in an EQA scheme for this assay?


a. Yes


b.No


c. N/A


If yes, please provide details of the scheme


Faecal Elastase


1. Does your laboratory currently offer this assay?


a. Yes


b. No


If no, please move on to the next section 


2. If the answer to question 1 is yes, which of the following is it offered to?


a. Gastroenterologists


b. Other teams within the Trust-please specify


c. General Practitioners


3. If offered, is the assay performed?

a. In house


b. Referred to another Trust


If referred, please specify where the sample is sent and how it is sent ie: by first class post or by courier


4. If performed in house, please state the method used( including whether polyclonal or monoclonal antibody is used)

5. Is your method affected by those patients on pancreatic supplements?


a. Yes


b. No


c. Unsure


     If yes, does your offer advice regarding results in those patients on pancreatic supplements?


a. Yes


b. No


6. Which sample type is accepted?


a. Wet sample


b. .Formed stool


c. Unsure

7. Please quote the ranges for the following:


a. Normal exocrine pancreatic function


b. Mild exocrine pancreatic insufficiency


c..Severe exocrine pancreatic insufficiency


Please state the source of your reference ranges(if known)


8. Does your laboratory provide any clinical interpretation with the report issued?


a. Yes


b.No


c.N/A


If yes, please enclose a copy of the report


9. What was the workload for your laboratory in 2015?


10. How did the workload compare to that in 2014?

a. Significantly increased (ie: more than 20%)


b. Significantly decreased (ie: more than 20%)


c. No significant difference


11. Does your laboratory perform an IQC for this assay?


a. Yes


b.No

c.N/A


12. Does your laboratory participate in an EQA scheme for this assay?


a. Yes


b.No


If yes, please provide details


Faecal Calprotectin


1, Does your laboratory currently offer this assay?


a. Yes


b. No


If no, please move on to the next section


2. If the answer to question 1 is yes, which of the following is it offered to?


a. Gastroenterologists


b. Other teams within the Trust-please specify


c. General Practitioners


3. If offered, is the assay performed?


a. In house


b. Referred to another Trust


If referred, please specify where the sample is sent and how it is sent ie: by first class post or by courier.


4. If assayed in house, please state the method used


5. If assayed in house, how are the samples stored prior to analysis?


a. 4 o C


b. -20 o C


6. Which stool extraction method is used?


7. How is the working extraction buffer stored once in use?


a. Room temperature


b. 4 O C


8. For how long are the extracts mixed initially?


9. Once in use, for how long would a single batch of working buffer be used before being discarded?


10.  Please state the values that your laboratory quotes as a cut off to


        differentiate between IBS and IBD for:

a. Adults


b. Children


c. Both adults and children


11. How were the quoted values derived?


12. Were guidelines issued to primary care following the 2013 NICE 


        guideline recommending the use of the assay to primary care?


a. Yes


b. No


c. Unsure


If yes, was this issued by?

a. Gastroenterologists


b. Biochemistry


c. Jointly by Gastroenterologists and Biochemistry

d. Others-please specify


13. Does your laboratory provide any clinical interpretation with the report 


Issued?


             a. Yes


        .    b. No


         If yes, please enclose a copy of a typical report


14. What was the workload for your laboratory in 2015?


15. How did the workload compare to that in 2014?


a. Significantly increased (ie: more than 20%)


b. Significantly decreased (ie: more than 20%)


c. No significant difference


16. Does your laboratory perform an IQC for this assay?


a. Yes


b. No


c. N/A


17. Does your laboratory participate in an EQA scheme for this assay?


a. Yes


b. No


     If yes, please provide details


Faecal reducing substances


1. Does your laboratory currently offer this assay?


a. Yes


b. No


2. If the answer to question 1 is no, did you previously provide this assay and if so, when did your laboratory stop offering it and why?


3. If the answer to question 1 is yes, which teams is it offered to?


4. If offered, is the assay performed?


a. In house


b. Referred to another Trust


        If referred, please specify where the sample is sent and how is it sent ie: 


       by first class post or by courier


5. If assayed in house, please state the method


6. If assayed in house, how are the samples stored prior to analysis?


       a. 4 oC


       b. -20 o C


7. For how long are samples stored before analysis?


8. Are positive samples sent away for further testing?


      a. Yes


      b. No


If yes, please state where they are sent and how they are sent ie: by first class post or by courier


9. Does your laboratory provide any clinical interpretation with the report issued?


  a. Yes


  b.No


 c.N/A

    If yes, please enclose a copy of a typical report

  10. What was the workload for your laboratory in 2015?


   11. How did the workload compare to that in 2014?


      a. Significantly increased (ie: more than 20%)


      b. Significantly decreased (ie: more than 20%


     c. No significant difference


  12. Does your laboratory participate in an IQC for this assay?


        a. Yes


        b. No


        c. N/A


  13. Does your laboratory participate in an EQA scheme for this assay?

      a. Yes


      b. No


      c. N/A


   If yes, please provide details


Are there any other faecal markers offered by your laboratory?


a. Yes


b. No


  If yes, please provide details


a. Name of your Trust:


b. Teaching


c. Non Teaching


d. Part of a network


Thank you for your cooperation in completing this questionnaire

Peter West


Honorary Consultant Biochemist


North Middlesex University Hospital NHS Trust


Please email your completed questionnaire by Monday 22nd February to:


peterwest@nhs.net

Thames
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