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MANAGEMENT OF UNINVESTIGATED DYSPEPSIA

Q&A ABOUT H. PYLORI TESTING

The enclosed flow chart from NICE, for un-investigated dyspepsia recommends empirical treatment with PPIs followed by H Pylori Test and Treat if positive.   Following are questions raised by many GPs at a meeting.

Q
Why do we need to test for H Pylori – can’t we just give H Pylori 

treatment to all dyspeptic patients who are symptomatic after one month’s PPI?

A
The prevalence of H Pylori in the UK is low and decreasing.  Average is about 40% in adult population with higher prevalence in those born before 1950 –~50-70% compared to those aged between 25-34 - prevalence < 20%.1  It probably causes no harm in most people.

· Eradicating patients blindly will subject a large population to unnecessary broad spectrum antibiotics with potential consequences of such treatment e.g. increased antibiotic resistance and rarely C. difficile colitis which has been described after H Pylori eradication therapy2.

· Almost all published studies have tested for H pylori prior to offering treatment.

· Testing detects which patients have HP not HP-related disease

· Detecting H Pylori related PUD is most important as eradication reduces recurrence of duodenal (NNT=2) and gastric ulcers (NNT=3) and increases healing of duodenal ulcers (NNT=18) compared to acid suppression treatment3.

· However, eradication has no effect on GORD and limited effect on NUD – most common causes of dyspepsia.

Q.
Which Test should we be using?

A:
NICE recommends a 13C Urea Breath test (£15), Stool antigen test (£11) or a locally validated serology    As the prevalence of H Pylori in the general population is low, a test with the highest sensitivity and specificity is recommended to minimise false positives.
H Pylori Infection in a population with 25% prevalence

	 
	Sensitivity (%)
	Specificity (%)
	Positive predictive value (%)
	Negative predictive value (%)
	False positive results (%)
	False Negative results (%)

	Breath test (13C)
	96.5
	96
	89
	99
	11
	1

	Laboratory serological tests
	91
	81
	63
	96
	37
	1

	H Pylori Infection in a population with 40% prevalence

	Breath test (13C)
	96.5
	96
	94
	98
	6
	2

	Laboratory serological tests
	91
	81
	77
	94
	23
	2


Dia-Bact Breath test (13C urea breath test) that is prescribable on FP 10s is simple to use and takes the shortest supervision time(10 mins).   However, patients MUST stop acid suppression therapy 2-weeks before test.  Acid suppression treatment affects sensitivity and specificity.

Stool antigen tests are not offered by local laboratories.  Serology (above table includes local test’s sensitivity and specificity) continues to be offered with cost of test alone (without overheads and staff time) ~ £2. 
Cost of Diabact:
 £15 – this includes the test and analysis, results of which are sent to the GP.

Packs of 10 (which exclude analysis) are for hospital use only.   

Serology tests will result in more patients with false positives being treated with broad spectrum antibiotics.  Overall, serology is still cheaper than breath tests (assuming staff costs + overheads in hospital same as general practice).  However, the cost of side-effects due to un-necessary antibiotics and development of antibiotic resistance cannot be taken into account.

From NICE Guidelines: “The Health Protection Agency Helicobacter Working Group does not recommend the routine use of serology because of poor positive predictive value in populations with low prevalence2.  Serology fails to diagnose patients with active disease, it merely indicates if an individual has ever encountered the antigen.  This would diagnose a lot of false positives and thus be inappropriately treated, their true diagnosis missed or delayed.  All serological kits are unhelpful in children and less reliable in the elderly2.”

Q
Can we buy Diabact and claim for these on FP 34

A:
You can purchase Diabact but you cannot claim for these on forms FP34.  It is best to 


prescribe these on FP 10s.

Q
Can the test be done by the patient at home?

A:
There is no evidence that has reviewed tests being done by patients at home. Diabact is fairly easy to use but supervision by an appropriately trained healthcare professional is recommended5 to ensure that the test is done correctly and sent off immediately as advised by manufacturer. 

A healthcare assistant can administer / supervise the test. The 10 minute wait serves as a useful moment to double check there are no ALARMS and to give lifestyle / non-drug advice on symptom control.

Q:
Which treatments do we give?  Is there a difference in resistance in different populations? 

A:
Recommended 1st line treatment is: LAC - Lansoprazole 30mg, Amoxycillin 1g and Clarithromycin 500mg twice a day for 7 days.  Eradication rate of  86% if patient compliant. Local resistance to clarithromycin and metronidazole is not known.  In some areas, resistance to metronidazole can be as high as 30%.

Q
If patients have symptoms following eradication - Should we re-test?

A:
If patient has taken the full course, then re-testing is not advised.  Reasons are:

· In this un-investigated population, only 15% may have PUD (peptic ulcer disease) and PUD is what you are trying to heal / prevent with H Pylori eradication.  However, 

· Eradication in physician-diagnosed PUD resulted in most patients resuming acid suppression within one year. (Most patients had HP-ve un-investigated dyspepsia)3.  This indicates that eradicating blindly is not much benefit.

· In a Danish cohort study of patients with uncomplicated PUD who received H. pylori eradication, 42% were taking acid suppression long-term after one year;  use of acid suppression treatment decreased by 24% in those on long-term acid suppression;  in patients not taking acid-suppression drugs long term before eradication, use increased by 170%.4   This means that symptoms will re-cur if not related to H Pylori infection.

· 25% have GORD (eradication makes no difference to symptoms)

· 60% NUD (NNT = 8 compared to acid suppression therapy; NNT=14 compared to no treatment, within 12 n=months.   Long-term benefit in patients previously on PPIs - eradication regime may work in 1 out of 8 patients but the other 7 may still remain symptomatic and will need on-going low dose treatment2.   

Re-testing may be considered if there is strong clinical need e.g. suspicion of duodenal/ gastric ulcer.  See BNF for eradication regime after LAC.

Q
What do we do if patient is symptomatic after having H Pylori eradication?

A:
Trial H2 antagonists or pro-kinetics for I month as non-ulcer dyspepsia may respond better to these2.  After this, treat symptoms with H2 antagonist or low-dose PPI (lansoprazole 15mg) on an “as required” or alternate day regime2.  Pro-kinetics e.g. domperidone and metoclopramide are useful to determine if symptoms are due to poor gut motility.  Their long-term use is not recommended.
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