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NI Medicines Management Formulary (Adult)
BNF Chapter 1 – Gastrointestinal System

Gastro-intestinal System
BNF Chapter 
1.1 Dyspepsia and gastro-oesophageal reflux disease (GORD)
For more information see BNF Chapter 1
1.1.1 Compound alginates and proprietary indigestion preparations


Prescribing Notes
	· Refer to NICE clinical guideline on Dyspepsia and gastro‑oesophageal reflux disease (2019) here
· Particular care is required in patients presenting with ‘alarm features’ (add jump)
· Multi-ingredient GI preparations such as Peptac® should not be prescribed generically 
· Encourage people who need long-term management of dyspepsia symptoms to reduce their use of prescribed medication stepwise: by using the effective lowest dose, by trying 'as-needed' use when appropriate, and by returning to self-treatment with antacid and/or alginate therapy (unless there is an underlying condition or comedication that needs continuing treatment).
· Advise people that it may be appropriate for them to return to self-treatment with antacid and/or alginate therapy (either prescribed or purchased over-the-counter and taken as needed).
· Antacids should preferably not be taken at the same time as other drugs since they may impair absorption and can damage enteric coatings designed to prevent dissolution in the stomach


1.2 Antispasmodics and other drugs affecting drug motility
For more information see BNF 1.2
Antispasmodics


Prescribing Notes
	· Mebeverine and peppermint oil are less likely to cause adverse anti-cholinergic effects compared with hyoscine butylbromide and dicycloverine
· Avoid prescribing dicycloverine due to high anticholinergic burden and high cost [see Drug Tariff for latest prices] 




	Prescribing Notes-Irritable Bowel Syndrome
· See NICE CG 61 for the management of irritable bowel syndrome 
· People with IBS should be given information that explains the importance of self-help in effectively managing their IBS. This should include information on general lifestyle, physical activity, diet and symptom-targeted medication.
· People with IBS should be advised how to adjust their doses of laxative or antimotility agent according to the clinical response.
· TCAs can be considered second-line in IBS [unlicensed]. Start at a low dose (5mg-10mg equivalent of amitriptyline) at night, review and titrate if required, but not usually beyond 30 mg. SSRIs can be considered if TCAs are ineffective or inappropriate [unlicensed indication].



1.2.1 Motility Stimulants
*Bookmark TO ANTI-EMETIC SECTION*
Prescribing Notes
	· Note: Metoclopramide and domperidone are not licensed for the treatment of gut motility problems including the management of oesophageal reflux, gastroparesis and in some patients with non-ulcer dyspepsia. Benefit no longer outweighs risk. Please see the links to safety information below. 
· MHRA safety advice: Important safety information and prescribing restrictions apply to domperidone and metoclopramide. Refer to the latest MHRA Drug Safety Updates for current advice: MHRA


1.3 Antisecretory drugs and mucosal protectants
1.3.1 H2-receptor antagonists
	Choice
	Drug

	Formulary choice
	Famotidine tablets 20mg, 40mg



Alarm Features
	· H₂-receptor antagonists may mask the symptoms of gastric cancer. Be alert to alarm features in patients presenting with GORD or other upper gastrointestinal symptoms that may require further investigation or referral. Where alarm features are present, gastric malignancy should be excluded before treatment. Refer to current NICaN guidance for investigation and referral.


1.3.5 Proton Pump Inhibitors
[image: ]
Prescribing Notes
	· Refer to NICE clinical guideline CG184 on Dyspepsia and gastro‑oesophageal reflux disease (2014) here.
· Offer simple lifestyle advice, including advice on healthy eating, weight reduction and smoking cessation.
· Consider reducing or stopping (if possible and appropriate) any medication that may cause or exacerbate symptoms.
· When initiating a PPI, the duration of treatment should be specified where possible, preferably by stating an end date or need for long term continuation of the medicine in the directions of the prescription.
· Offer a full-dose PPI for the recommended initial treatment period (usually 4–8 weeks, depending on indication), then review and stop where appropriate. If symptoms recur, use the lowest effective dose and consider ‘as-needed’ treatment (unless continued acid suppression is indicated for Barrett’s oesophagus or severe oesophagitis). See also PPI Step-down SOP [add link] on the Primary Care Intranet and NICE CG184.
· Orodispersible tablets should be reserved for patients with swallowing difficulties or who require a PPI via a NG or PEG tube.  If an orodispersible tablet is required, lansoprazole orodispersible is the preferred choice. PPI suspensions are very expensive and should be reserved for patients with feeding tubes at risk of blockage. If a PPI suspension is required, licensed formulations of omeprazole suspension are now available. Please refer to product SPCs for full details and instructions for use.
· PPIs should be taken 30 to 60 minutes before food as there is better acid suppression when taken before a meal than without a meal.
· For a patient information leaflet on the review of medication for heartburn and indigestion please see here.



Cautions
	· PPIs may mask the symptoms of gastric cancer. Be alert to alarm features in patients presenting with GORD or other upper gastrointestinal symptoms that may require further investigation or referral. Where alarm features are present, gastric malignancy should be excluded before treatment. Refer to current NICaN guidance for investigation and referral. 
· An interaction between PPIs and clopidogrel leading to reduction of antiplatelet effect has been reported, but the clinical significance is uncertain. If co-prescribing a PPI with clopidogrel is thought necessary, lansoprazole is currently preferred to omeprazole or esomeprazole – see MHRA 
· There are concerns about the long term treatment with PPIs. The MHRA has issued safety advice on the long term use of PPIs and the following adverse effects:
· Clostridium difficile infection (see also C. difficile section in antimicrobial chapter)
· Hypomagnesaemia (MHRA link)
· Bone fracture (MHRA link)
· Subacute cutaneous lupus erythematosus has been reported with PPIs (MHRA link)




1.3.5.1 H.pylori eradication
	1st choice 
for 7 days
	No penicillin allergy:
Take into account previous exposure to clarithromycin or metronidazole
Omeprazole 20mg-40mg twice daily or lansoprazole 30mg twice daily + amoxicillin 1g twice daily + clarithromycin 500mg twice daily
Or
Omeprazole 20mg – 40mg twice daily or lansoprazole 30mg twice daily + amoxicillin 1g twice daily + metronidazole 400mg twice daily

	
	Penicillin allergy:
Omeprazole 20mg twice daily or lansoprazole 30mg twice daily +metronidazole 400mg twice daily+ clarithromycin 500mg twice daily 

	2nd choice 
	Refer to Public Health England guidance: 
Test and treat for Helicobacter pylori in dyspepsia  *




Prescribing Notes:
	· Eradication of H. pylori reduces recurrence of gastric and duodenal ulcers and the risk of re-bleeding. The presence of H. pylori should be confirmed before starting eradication treatment
· Refer to Public Health England guidance: Test and treat for Helicobacter pylori in dyspepsia: https://www.gov.uk/government/publications/helicobacter-pylori-diagnosis-and-treatment 
· If diarrhoea develops, consider Clostridium difficile and review need for treatment.
· Stop PPIs 2 weeks before and antibiotics and bismuth 4 weeks before H. pylori stool antigen test (or breath test)*. 
· Seek advice from a gastroenterologist if eradication of H. pylori is not successful with second line treatment. 
· Symptoms may persist for some weeks. In this event, continue PPI therapy for up to 4 weeks or as needed.
* Note: stool antigen test is the test of choice regionally – for further information see here (http://primarycare.hscni.net/download/DocLibrary/Pharmacy/Correspondence/191001_Letter-to-GPs_GP-Direct-Access-Helicobacter-pylori-testing-Update-5.pdf)


1.4 Acute Diarrhoea
	Choice
	Drug

	Formulary choices
	Oral rehydration therapy (Dioralyte®)
Or
Loperamide capsules 2mg



Prescribing Notes
	· The priority in acute diarrhoea is the prevention or reversal of fluid and electrolyte depletion and resulting dehydration. This is particularly important in infants and in frail and elderly patients
· Short-term diarrhoea should generally be managed through self-care. Patients requiring advice or treatment should be referred to the Pharmacy First Service where appropriate.
· Antidiarrhoeal drugs should not be given in acute inflammatory bowel disease or pseudomembranous colitis, as they may increase the risk of developing toxic megacolon, nor in acute infective diarrhoea with bloody stools 



Cautions
	· Consider faecal impaction as differential diagnosis as impaction can give rise to 'overflow diarrhoea'.
· There have been reports of serious cardiac adverse reactions with high doses of loperamide associated with abuse or misuse (see MHRA for further details). Secondary care may sometimes recommend doses higher than the licensed maximum to control high output stoma – See SPS for more details.
· Review medicines that can precipitate kidney failure in acute dehydration, e.g.  ACE inhibitors, NSAIDs. Considering withholding these medicines in patients who become ill and are unable to maintain adequate fluid intake. See Sick Day rules for further information. 
















[bookmark: _Hlk241772749]

1.5 Chronic bowel disorders
For the management of inflammatory bowel disease, refer to NICE NG129 and NICE NG130

[bookmark: _Hlk242350715]1.5.1 Aminosalicylates
[bookmark: _Hlk242350460]Acute Exacerbation of ulcerative colitis
Oral mesalazine preparations should be prescribed by brand
Oral treatment
	Choice
	Drug 
	Dosage

	Formulary choices









	Octasa® M/R tablets 400 mg, 800 mg, 1600 mg
	2.4-4.8g once daily or in divided doses (doses over 2.4g daily in divided doses only)(note 1600mg tablets can be given in doses up to 4.8g as a once daily dose)

	
	Or

	
	Pentasa® M/R tablets 500 mg, 1 g; sachets 1g, 2g, 4g
	Up to 4 g daily, once daily or in divided doses

	
	Or

	
	Salofalk® M/R granules 1.5g, 3g sachets
	1.5–3 g once daily dose preferably taken in the morning





Rectal treatment
	Choice
	Drug 
	Dosage

	Formulary choices – proctitis
	Mesalazine 1g suppositories 
Or
Salofalk® 1 g suppositories
Or 
Octasa® 1g suppositories

	Acute mild to moderate ulcerative proctitis 1g suppository once daily 

	Formulary choice – proctosigmoiditis / left-sided disease
	Mesalazine enema 1g/100 mL
	One enema at bedtime

	Formulary choice – proctosigmoiditis / left-sided disease
	Salofalk® rectal foam
	Mild ulcerative colitis affecting sigmoid colon and rectum, 2 metered applications (mesalazine 2g) into the rectum at bedtime or in 2 divided doses





[bookmark: _Hlk242350594]Maintenance of remission of ulcerative colitis
	Choice
	Drug 
	Dosage

	Formulary choices 















      
	Octasa® M/R tablets 400 mg, 800 mg, 1600 mg
	Maintenance as once daily or in divided doses:  
400mg MR tablets: 1.2 g to 2.4 g 
800mg MR tablets: 1.6 g to 2.4 g 
1600mg MR tablets: 1.6 g
[bookmark: _Hlk242351079]Doses of up to 4.8g Octasa® M/R daily may be required for some patients [unlicensed]

	
	Or

	
	Pentasa® M/R tablets 500 mg, 1g; sachets 1g, 2g, 4g
	Maintenance, 2g once daily; Doses of up to 4g Pentasa® daily may be required for some patients [unlicensed]

	
	Or

	
	Salofalk® M/R granules 500 mg, 1g, 1.5g, 3g sachets





	Standard dose: 500mg three times a day
Patients at increased risk of relapse*: 3g given as a single daily dose preferably in the morning
[bookmark: _GoBack]* increased risk of relapse for medical reasons or due to difficulties with adherence to three daily doses





Prescribing notes
	· [bookmark: _Hlk241831764]Oral mesalazine preparations have different release characteristics. Prescribe oral preparations by brand and avoid unnecessary switching between preparations.
· When choosing an oral aminosalicylate, consider patient preference, adverse effects and cost.
· Rectal aminosalicylates may also be used for maintenance of remission in proctitis and proctosigmoiditis, either alone or with oral aminosalicylate treatment, according to disease extent and patient preference.
· Aminosalicylates have a limited role in Crohn’s disease. Refer to NICE NG129 for their appropriate place in treatment. 
· Further Patient information – including access to Medical Need Card can be found here.



Cautions
	· Monitoring: Check renal function before starting oral mesalazine and periodically during treatment, with more frequent monitoring in patients with renal impairment. Consider mesalazine-induced nephrotoxicity if renal function deteriorates.
· Blood dyscrasias: Advise patients to seek medical advice if they develop unexplained bleeding, bruising, purpura, persistent fever or sore throat. Stop mesalazine if a blood dyscrasia is suspected.
· MHRA safety advice: mesalazine idiopathic intracranial hypertension has been reported very rarely with mesalazine. Advise patients to seek medical attention if they develop severe or recurrent headache, visual disturbance or tinnitus.






1.5.2 Corticosteroids for inflammatory bowel disease
Systemic treatment
	Choice
	Drug 
	Dosage

	Formulary choice
	Prednisolone tablets
	Initially 40 mg daily, preferably in the morning after breakfast, for 1 week; reduce by 5 mg each week until stopped. Usual total course 8 weeks.



Crohn’s disease: locally acting corticosteroids
	Choice
	Drug 
	Dosage

	Alternatives where conventional corticosteroids are contraindicated, declined or not tolerated





	Budenofalk® budesonide 3 mg gastro-resistant capsules
	9 mg once daily in the morning for up to 8 weeks

	
	Or

	
	Entocort® budesonide 3 mg controlled-release capsules
	9 mg once daily in the morning for up to 8 weeks



Ulcerative colitis: locally acting corticosteroid
	Choice
	Drug 
	Dosage

	Alternative / add-on where appropriate
	Cortiment® budesonide 9 mg modified-release tablets
	9 mg once daily in the morning for up to 8 weeks



Prescribing notes
	· [bookmark: _Hlk241832361]Corticosteroids are used to induce remission and should not be used to maintain remission.
· Budesonide preparations have different release characteristics and licensed indications. Prescribe by brand; preparations are not interchangeable.
· In Crohn’s disease, budesonide is less effective than conventional systemic corticosteroids but may cause fewer adverse effects. Do not use budesonide for severe presentations or exacerbations.
· Avoid repeated or prolonged corticosteroid treatment. Assess and manage the risk of corticosteroid-induced osteoporosis in accordance with current guidance.




1.5.3 Steroid-sparing treatment for inflammatory bowel disease
Thiopurines
	[bookmark: _Hlk241064259]Choice
	Drug 

	Formulary choices


	Azathioprine tablets 25 mg, 50 mg

	
	Or

	
	Mercaptopurine tablets 50 mg



Prescribing notes
	· [bookmark: _Hlk241837461]Azathioprine or mercaptopurine may be used as steroid-sparing treatment and for maintenance of remission in selected patients on specialist advice.
· Treatment should be initiated on specialist advice and monitored in accordance with relevant regional shared care arrangements.



Cautions
	· MHRA safety advice: thiopurines intrahepatic cholestasis of pregnancy has rarely been reported with thiopurines, including azathioprine and mercaptopurine. Refer to current MHRA advice.
· Safety: mercaptopurine and mercaptamine are look-alike/sound-alike medicine names. Take appropriate steps to minimise medicine-selection errors.
Methotrexate
· Methotrexate may be used on specialist advice in selected patients with Crohn’s disease. Refer to NICE NG129 and relevant regional shared care guidance.
· MHRA safety advice: for inflammatory conditions, methotrexate is taken once weekly. Clearly specify the day of the week and ensure the patient understands the potentially fatal risk of taking methotrexate more frequently.
· Methotrexate can cause photosensitivity reactions. Advise patients to avoid intense sunlight and UV exposure and use appropriate sun protection.






1.5.4 Fistulising Crohn’s disease
Primary care antibiotic treatment should only be undertaken in patients previously diagnosed with fistulising Crohn’s disease where this forms part of an agreed specialist management plan.
	Choice
	Drug 
	Choice

	Formulary choice
	Metronidazole tablets 200mg, 400mg
	400–500 mg three times daily. Duration according to agreed management plan; avoid prolonged treatment because of the risk of peripheral neuropathy.

	Alternative – when other recommended antibiotics are inappropriate
	Ciprofloxacin tablets 250mg, 500mg
	500 mg twice daily



Prescribing notes
	· Patients requiring treatment outside an agreed management plan should be referred to secondary care.



Cautions
	· Avoid prolonged metronidazole treatment because of the risk of peripheral neuropathy.
· MHRA safety advice: fluoroquinolones: Systemic fluoroquinolones can cause long-lasting, disabling and potentially irreversible adverse effects. Ciprofloxacin should only be prescribed when other commonly recommended antibiotics are inappropriate. Avoid fluoroquinolones in patients who have previously experienced a serious adverse reaction to a quinolone or fluoroquinolone.



1.6 Laxatives 
See also prescribing notes below for factors to consider regarding choice of laxative
	[bookmark: _Hlk241839352]Choice
	Drug 

	1st choice
(bulk forming laxative)
	Ispaghula husk (Fybogel®) sachets 

	2nd Choice
(osmotic laxative)
	Macrogol 13.125mg oral powder sachets 

	3rd Choice
(stimulant laxative)
	Senna tablets 7.5 mg

	Faecal loading / rectal impaction

	1st choice
(bulk forming laxative)
	Macrogol 13.125mg oral powder sachets

	2nd choice
(stimulant laxative)
	Senna tablets 7.5 mg

	3rd choices 
(rectal preparations)

	Bisacodyl suppositories 10 mg 

	
	Glycerol (glycerin) suppositories 4 g

	
	Sodium citrate (Micralax®) micro-enema



Prescribing Notes
	· For further details on the management of constipation see CKS
· See NICE CG 61 for the management of irritable bowel syndrome
· Advise on lifestyle and dietary measures [linked] if appropriate. IF these measures are ineffective offer treatment with oral laxatives using a stepped approach:
· [bookmark: _Hlk240986091]initial treatment for most people should be with a bulk forming laxative. May take several days to act.
· If stools remain hard, an osmotic laxative should be added or switched to
· [bookmark: _Hlk237705274]If stools are soft but the person still finds them difficult to pass or complains of inadequate emptying, a stimulant laxative should be added
· Bulk-forming laxatives (e.g. ispaghula husk) swell on contact with liquid and should always be taken with plenty of water to avoid intestinal obstruction. These preparations should not be taken immediately before bed. Adequate fluid intake may be difficult for frail or elderly patients.
· Lactulose is not recommended for patients with IBS-C as it can exacerbate symptoms such as bloating
· In chronic constipation, referral should be arranged if red flags are present, treatment is unsuccessful, or if there is faecal incontinence



Caution
	· Lactulose is not recommended for long-term use in older patients due to the potential for fluid and electrolyte imbalance
· Phosphate enemas should be avoided or used with extreme caution to patients with renal impairment.



1.7 Local Preparations for Anal and Rectal Disorders
See NICE CKS on the management of haemorrhoids 
1.7.1 Soothing haemorrhoidal preparations
	[bookmark: _Hlk241839401]Choice
	Drug 

	1st choice
	Encourage self-care with OTC products or via Pharmacy First 

	2nd choice
	Anusol® cream, ointment or suppositories 



Prescribing Notes
	· Prescribers should promote self-care for minor conditions and self-limiting illnesses such as haemorrhoids 
· There is no evidence that any topical haemorrhoidal preparations is more effective than another. The choice of preparation should therefore be based on the risk of adverse effects and the person's symptoms and preference. 



1.7.2 Compound haemorrhoidal preparations with corticosteroid
	Choice
	Drug 

	1st choice
	Anusol® HC ointment or suppositories

	2nd choices
	Scheriproct ointment or suppositories 
Or 
Uniroid -HC ointment or suppositories




Prescribing Notes
	· Anusol HC® or Uniroid HC® can be used to provide symptomatic relief of haemorrhoids, pruritus ani and anal fissures



1.7.4 Management of Anal Fissures


Prescribing Notes
	· See NICE CKS on management of Anal Fissures
· Self-management is central to treatment, with the aim of keeping stools soft and easy to pass and allowing the fissure to heal.
· Encourage a balanced, fibre-rich diet and adequate fluid intake; manage constipation where present.
· Advise good anal hygiene, keeping the area clean and dry, and avoiding straining or delaying bowel movements.
· For pain, consider paracetamol or ibuprofen and/or warm shallow baths. Avoid opioids, as these may worsen constipation.
· For adults with severe pain on defecation, a short course of lidocaine 5% ointment may be considered before passing stools.
· Before considering surgery, topical diltiazem 2% may be used twice daily [unlicensed product] in patients with chronic anal fissures unresponsive to topical nitrates.


1.9 Drugs Affecting Intestinal Secretions
1.9.4 Pancreatic Exocrine Insufficiency
	Choice
	Drug 

	Formulary choice
	Creon® capsules 10,000, 25,000, 40,000 Ph. Eur. units lipase  



Prescribing Notes
	· Creon® should be initiated on specialist advice
· Creon® should be taken with food. It can be taken whole or contents mixed with acidic fluid (e.g. apple or orange juice) or soft food (e.g. apple sauce or yoghurt) then swallowed immediately without chewing. Food should not be excessively hot as this may inactivate the drugs




Editorial note: on conclusion of chapter review complete summary sheet and tagging updates.
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