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Intervention: Hydrocortisone (Alkindi®) granules in capsules for opening 0.5mg, 1mg 

and 2mg for replacement therapy of adrenal insufficiency in infants and 
children (neonates – 5 years old) 
(Hydrocortisone is a glucocorticoid steroid) 

Date of Decision: December 2021 

Date of Issue: February 2022 (time limited approval for 12 months) 

Recommendation: Amber 2 – initiation and first prescription from the specialist paediatric 
team 

Further 
Information 

• Hydrocortisone granules in capsules* (Alkindi®) 0.5mg,1mg and 2mg are
accepted for use in South East London for the replacement therapy of adrenal
insufficiency. Use is restricted to the following patient cohort:
- Infants and children (aged from neonates – 5 years old) who require a dose of

hydrocortisone that is 2.5mg three times a day or less.

• The approval aims to support more accurate dose administration in younger
infants and children who are unable to swallow tablets, or who require small
doses. The use of Alkindi® in children over 5 years old is not supported by this
recommendation.

• Once an infant or child reaches a dose of hydrocortisone above 2.5mg, it is
recommended the infant or child is reviewed by their specialist team for switching
from Alkindi® to hydrocortisone 10mg tablets.

• It is not recommended infants, children and adolescents are routinely switched
from hydrocortisone 10mg tablets to Alkindi® unless their dose is 2.5mg three
times a day or less. In such circumstances, specialist teams should ensure the
recommendations from the MHRA drug safety alert regarding the risk of acute
adrenal insufficiency when switching from crushed hydrocortisone tablets to
Alkindi® are shared with parents and carers.

• The initial prescription and supply will come from the initiating specialist team.
Prescribing can then be continued in primary care under “Amber 2”
arrangements.

• Parents/carers must be counselled on the appropriate administration of Alkindi®,
as described in the product information.

• The use of Alkindi® 5mg capsules is not supported by this recommendation.

• This approval is time limited to one year to enable experience of use with the
preparation. A report summarising outcomes with Alkindi® over this period will be
presented back to the Committee after 1 year. This report will be coordinated
across all trusts in SEL by the original formulary applicant and will include:
- The total number of patients treated with Alkindi® across SEL
- Response to treatment (to include clinical outcomes and patient safety issues)
- Whether use is in line with this recommendation and the rationale for any

deviation
- The number of patients switched from Alkindi® to hydrocortisone 10mg tablets

and vice versa

*Alkindi® is licensed for replacement therapy of adrenal insufficiency in infants, children and
adolescents (from birth to < 18 years old).

Shared Care/ 
Transfer of care 
required:   

N/A. 

Cost Impact for 
agreed patient 
group 

• Local experts estimate there will be approximately 10-20 patients per year
initiated on Alkindi®, of which ~75% (15 patients) will be from SEL.

• For SEL, this equates to  ~£45,000 - £90,000k per year (~£2,400 – £4,750 per
100,000 population).

https://www.gov.uk/drug-safety-update/alkindi-hydrocortisone-granules-risk-of-acute-adrenal-insufficiency-in-children-when-switching-from-hydrocortisone-tablet-formulations-to-granules
https://assets.ctfassets.net/qzd1spzkopy8/1ykrkZolkPb1t1mgA6BCeF/4c57cda6cb8a34d727587361f31a06a6/Alkindi_UK_PIL_ALKUKPIL0003Aeffective__8_May_2021.pdf


 
 

South East London Integrated Medicines Optimisation Committee (SEL IMOC). A partnership between NHS organisations in South 
East London: South East London Clinical Commissioning Group (covering the boroughs of Bexley/Bromley/Greenwich/ 

Lambeth/Lewisham and Southwark) and GSTFT/KCH /SLaM/ Oxleas NHS Foundation Trusts and Lewisham & Greenwich NHS Trust 

 

Usage Monitoring 
& Impact 
Assessment 

Acute Trusts: 

• Monitor and audit usage of Alkindi® as agreed and report back to the Committee 
in 12 months (data to be collated and presented no later than February 2023). 

SEL Borough Medicines Optimisation Teams: 

• Monitor ePACT2 data and exception reports from GPs if inappropriate prescribing 
requests are made to primary care. 

Evidence 
reviewed 
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NOTES:  
a) SEL IMOC recommendations and minutes are available publicly via the website. 
b) This SEL IMOC recommendation has been made on the cost effectiveness, patient 

outcome and safety data available at the time.  The recommendation will be subject to 
review if new data becomes available, costs are higher than expected or new NICE 
guidelines or technology appraisals are issued. 

c) Not to be used for commercial or marketing purposes. Strictly for use within the 
NHS. 
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