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This training module includes the following sections:



Brief overview of the trial1.



Major cause of illness
Major cause of disability
Major cause of death (more than 42,000 deaths in care homes)  
Major impact on normal care and life in the home
Limits visits from family and friends 
Impacts on quality of life and 

      mental health of residents and staff

Impact of COVID-19 on Care
Homes



PROTECT-CH is a platform trial  
set up to test several medicines to see if they:










   

Reduce the
number of
residents

infected with
COVID-19 







...with the aim to find 







   

which medications given to  
prevent COVID-19 infection

 (following an outbreak 
within a care home) 

are the most effective 
compared to usual care.






Why is it important? 





   



Despite excellent progress with vaccinations:​​ 



Individuals may still contract the virus due to immunosenescence
(changes to the immune system's function due to age).

Staff vaccination is still suboptimal in many parts of the country.​

New variants are in circulation overseas and in the UK.



Most models suggest that COVID-19 will become endemic in care
homes





2. What is the role of the GP 
in PROTECT-CH?



The main role of the GP in
PROTECT-CH is to assess
the residents' eligibility to
take part. You may see this
referred to as Eligibility
Stage 1





3. Therapy
(Background & Safety)



Once a care home has been randomised, each eligible
participant will need to be prescribed the correct trial

medication:

Prescribing of trial medication 
will be the responsibility of the on-duty

Principal Investigator (PI). 



Each participant in a care home randomised to Ciclesonide: 

Treatment: 2 x Ciclesonide 160 micrograms 
per actuation inhaler


Dosage: Using the spacer device and technique described
in the leaflet, inhale ONE puff through the NOSE followed
by TWO puffs through the mouth. If you cannot inhale the
first dose through your nose, only inhale the two puffs
through your mouth.



 Each participant in a care home randomised to Niclosamide: 

Treatment: 3 x 8.5 mL Niclosamide ethanolamine 
(UNI911) 1% (10 mg in 1 mL) nasal spray 


Dosage: ONE spray to be used in EACH nostril 
TWICE a day



Ciclesonide

Ciclesonide (by inhalation of aerosol) is currently
licensed in the UK as a treatment to control persistent
asthma in adults and adolescents (12 years and older).
Ciclesonide is not licensed for COVID-19 prophylaxis. 

Ciclesonide has been shown to block SARS-CoV-2 RNA
replication by targeting the viral replication-
transcription complex and inhibiting SARS-CoV-2
cytopathic activity.

The product being supplied for use in the trial is an
unlicensed formulation identical to that of the UK
licensed formulation (Alvesco). 

One puff via spacer and mask through nose (where
possible) followed by two puffs via spacer and mask
through mouth should be administered once daily.

Further information on Ciclesonide is available in
Appendix A of the protocol and the Alvesco SmPC. 



Ciclesonide
Appox 5% of patients experienced adverse reactions

in clinical trials with Alvesco. 
In the majority of cases these were mild and did not

require discontinuation of treatment (refer to section
4.8 of Alvesco SmPC for more details).



Side effects sometimes reported with nebulization
procedures include bronchospasm and coughing. 



Ciclesonide:
Exclusions & 

Contraindications

 Already taking, or definite need for, an
inhaled or intranasal corticosteroid:
beclometasone dipropionate (aerosol
inhaler and dry powder inhaler),
budesonide (dry powder inhaler and single-
dose units for nebulization), ciclesonide
(aerosol inhaler), fluticasone propionate
(dry powder inhaler, aerosol inhaler, and
single-dose units for nebulization),
mometasone furoate (dry powder inhaler).  

1.

2.  Known allergy/hypersensitivity to
ciclesonide or any excipient.
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https://redcap01.nottingham.ac.uk/
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https://protect-vault.nottingham.ac.uk/
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https://w3.abdn.ac.uk/hsru/NCTU-Protect/Public/Public/SelfCertification.cshtml?TrainingModule=12&ModuleVersion=1



