
 

 

 

 
Note: The QHMAC has considered applications to add budesonide to the Queensland Health List of 
Approved Medicines (LAM). The committee has taken the position that this item should NOT be added to 
the LAM but appreciates there may be specific cases where individual patient approval (IPA) is 
appropriate. This guide has been drafted to assist medical superintendents (or delegates) and local 
medicines committees in their consideration of IPA requests for budesonide. 

IPA indication 
For the treatment of mild to moderate active ileal or ileocaecal Crohn’s disease where prednisolone 
cannot be used. 

Budesonide, an analogue of glucocorticoid, dampens immune-related disease activity in inflammatory 
bowel disease. Systemic absorption is reduced by high first-pass metabolism, producing mainly local effects 
in the gut1. 

Role in therapy 
The QHMAC recommended that the use of this medicine should only be for active ileal or ileocaecal 
Crohn’s disease particularly for people who have a history of past adverse reactions to systemic 
corticosteroids, with tapering over 1-3 months and not for post-operative prophylaxis or maintenance of 
remission2.   

It is recommended that, in considering individual patient approval requests, medical 
superintendents could give favourable consideration to the use of budesonide for patients with:  

 well established allergy to immunosuppressive agents 
 bone loss on bone densitometry, including osteopenia and osteoporosis 
 severe steroid related side effects (such as those listed below) to conventional corticosteroids. 
 

TGA approved indications 

Induction of remission in adult patients with mild to moderate Crohn's disease affecting the ileum and/or the 
ascending colon3.  It is not currently listed on the PBS. 

 

 

1 Editors, Australian Medicines Handbook. Australian Medicines Handbook 2010. Adelaide; Australian Medicines 
Handbook Pty Ltd 

2 Editors, Therapeutic Guidelines: Gastrointestinal Version 4, 2006. North Melbourne: Therapeutic Guidelines Ltd 
3 MIMS Full Prescribing Information for Entocort® (budesonide). In: MIMS [Online] Available at 

https://www.mimsonline.com.au. Accessed 18/09/2010 
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Evidence 
The results of three meta-analysis studies showed budesonide to be less effective than conventional 
corticosteroids for inducing remission in active Crohn’s disease. In these studies, budesonide was found 
however, to be more effective than placebo or 5-aminosalicylic acid (5-ASA) products4, more effective than 
placebo and mesalamine5, and more effective than placebo6. In all three meta-analysis budesonide was 
reported to be less likely to cause corticosteroid-related adverse events. 

Budesonide could be an alternative agent for induction of remission in select patients who have 
experienced severe side effects (e.g. severe acne, mania or psychosis, diabetes, significant weight gain, 
moon facies, buffalo hump) to conventional corticosteroids. 

However, results of another meta-analysis looking at maintenance therapy in Crohn’s disease by Benchimol 
et al.7, found that budesonide was not more effective than placebo or weaning prednisolone in maintaining 
remission and results in higher treatment-related adverse event rates and more frequent adrenocorticoid 
suppression. Therefore, budesonide should not be recommended for remission maintenance.  

Cost estimates 
The approximate cost per patient for the three month course of budesonide is $355.00 based on one month 
at 9mg/day, one month at 6mg/day and one month at 3mg/day8. 

Over the three month course oral budesonide is significantly more expensive than oral prednisolone and 
higher in cost to immunosuppressants such as azathioprine and mercaptopurine.  

 

4 Kane SV, Schoenfeld P, Sanborn et al. Systemic review: the effectiveness of budesonide therapy for Crohn’s 
disease. Aliment Pharmacol Ther. 2002;16(8):1509-17 

5 Seow CH, Benchimol EI, Griffiths AM et al. Budesonide for induction of remission in Crohn’s disease. Cochran 
Database of Systemic Reviews 2008, Issue 3. Art No: CD000296. DOI: 10.1002/14651858.CD00026.pub3. 

6 Papi C, Luchetti R, Gili L et al. Budesonide in the treatment of Crohn’s disease: a meta-analysis. Aliment Pharmacol 
Ther. 2000;14:1419-28 

7 Benchimol EI, Seow CH, Otley AR, Steinhart AH. Budesonide for maintenance of remission in Crohn’s disease. 
Cochrane Database of Systematic Reviews 2009, Issue 1. Art No: CD002913. DOI: 
10.1002/14651858.CD002913.pub2. 

8 Cost to hospitals as per iPharmacy AWP Cost Inventory Unit [Accessed 17/09/10] 
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