
INITIATION DOSE ASSESSMENT (BIDA)
The Patient Must Pass The Bronchitol (mannitol) Initiation Dose Assessment (BIDA) Before Commencing Bronchitol Therapy
This test must be administered under the supervision and monitoring of an experienced physician or another health  
professional appropriately trained and equipped to monitor oxygen saturation, perform spirometry and manage acute 
bronchospasm. Patients must be monitored for bronchial hyperresponsiveness to inhaled mannitol before starting Bronchitol.  
Those unable to perform spirometry cannot undergo the initial dose assessment and must not be prescribed Bronchitol.

HCP performing the test: Date Test Performed:

Step 1: Record Baseline SpO2 Record Baseline FEV1 *From baseline

Administer Bronchodilator then wait 5-15 minutes

Step 2: 40mg Check SpO2 ≥ 10% drop*?

Step 3: 80mg Check SpO2 ≥ 10% drop*?

Step 4: 120mg Check SpO2 ≥ 10% drop*? + Check FEV1 ≥ 20% drop*?

Step 5: 160mg Check SpO2 ≥ 10% drop*? + Check FEV1 ≥ 50% drop*? FEV1 decrease of 20– <50%* - see if  FEV1  
recovers to <20%* within 15 minutes

Wait 15 minutes

Step 6: + Check FEV1 ≥ 20% drop*? < 20% drop*?

Pass Fail

Hints and tips
•  Training the patient to practice correct inhaler technique  

during the initiation dose assessment is important 1

•   In phase 3 clinical trials, over 90% of adults passed the  
Bronchitol initiation dose assessment (BIDA) 2

•  A productive cough can contribute to sputum clearance 2

•  Advise your usual clearance techniques. Patients can drink  
some water if they are coughing

•  Measure FEV1 and SpO2 according to your usual protocol
•  All patients should be monitored until their FEV1 has returned  

to baseline levels
•  If the patient experiences bronchial hyperresponsiveness during 

long-term treatment, even if they passed the initiation dose  
assessment, they must STOP and contact their HCP

Bronchial hyperresponsiveness 
Stop the test. Do not give more Bronchitol. Monitor until FEV1  returns to baseline

Criteria for bronchial hyperresponsiveness 
If a therapy-induced hyperresponsive reaction is suspected at any time 
during the test, Bronchitol should be discontinued
• ≥10% fall from baseline in SpO2 at any point of the assessment
• FEV1 fall from baseline is ≥20% at 240 mg cumulative dose (step 4)
• FEV1 has fallen ≥50% (from baseline) at the end of the assessment (step 5)
•  FEV1 has fallen 20 –<50% (from baseline) at the end of the assessment and 

does not return to <20% within 15 minutes (step 6)
•  If the patient experiences a distressing cough, vomiting or any other signs 

that they are not tolerating the BIDA, stop the test before completion.
Please report all adverse events as per the instructions on the next page. 

Comments:

Patient details:

Intended for healthcare professionals in the UK only Prescribing Information and references can be found on the next page

Following the BIDA, monitor the patient until  
FEV1 returns to normal and treat as required
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 = BIDA failed, go to step 6

Before commencing the BIDA, please refer to the Risk Minimisation Material at: www.medicines.org.uk/emc/product/4085/rmms

This form has been designed to be used electronically

http://www.medicines.org.uk/emc/product/4085/rmms
https://www.medicines.org.uk/emc/product/4085/rmms


Bronchitol® 40mg Capsules Prescribing Information
Please refer to the full Summary of Product Characteristics 
before prescribing. Presentation: Each Bronchitol hard 
capsule contains 40mg of mannitol inhalation powder. Capsules 
presented in double aluminium blisters in cartons of 10 
(initiation dose assessment) and 280 (treatment). Indication: 
Treatment of cystic fibrosis (CF) in adults ≥ 18 years as add-on 
therapy to best standard of care. Dosage and administration: 
Recommended dose 400mg twice a day (10 capsules via 
inhaler BD). Before commencing treatment, patients should 
be assessed for bronchial hyperresponsiveness to inhaled 
mannitol during their initiation dose (see sections 4.4 and 5.1 
of the SPC). The patient must complete and pass the initiation 
dose assessment before starting treatment with Bronchitol. 
The initiation dose assessment involves the measurement 
of baseline FEV1/SpO2, administration of a bronchodilator, 
a 5-15 minute pause, administration of escalating doses of 
Bronchitol. All FEV1 measurements and SpO2 monitoring 
should be performed 60 seconds after each dose. Patients’ FEV1 
should also be monitored 15 minutes post initiation dose (see 
section 4.2 of the SPC). A bronchodilator must be administered 
5-15 minutes before each dose of Bronchitol. For patients 
receiving several respiratory therapies, the recommended 
order is: 1. Bronchodilator, 2. Bronchitol, 3. Physiotherapy/
exercise, 4. Dornase alfa (if applicable), 5. Inhaled antibiotics 
(if applicable). Detailed instructions on how to use the 
inhaler can be found in the patient information leaflet. 
Patients should be advised to carefully read them. Bronchitol 
is for inhalation use. The capsules must not be swallowed. 
Contraindications: Hypersensitivity to the active substance. 
Bronchial hyperresponsiveness to inhaled mannitol. Warnings 
and precautions: Hyperresponsiveness to mannitol: Patients 
must be monitored for bronchial hyperresponsiveness to 

inhaled mannitol during their initiation dose assessment 
before commencing the therapeutic dose regimen of 
Bronchitol. If the patient is unable to perform spirometry or 
complete the initiation dose assessment, they must not be 
prescribed Bronchitol. Patients should be monitored until 
FEV1 has returned to baseline levels. If a hyperresponsive 
reaction is suspected during treatment, Bronchitol should 
be discontinued. Bronchospasm: Bronchospasm can occur 
with inhalation of medicinal product and has been reported 
with Bronchitol in clinical studies, even in patients who 
were not hyperresponsive to the initiation dose of inhaled 
mannitol. Review patients at 6 weeks of treatment to assess 
for bronchospasm. Bronchospasm should be treated with a 
bronchodilator or as medically appropriate. Asthma: Monitor 
patients with co-existing asthma for worsening signs and 
symptoms. Advise patients to report worsening of asthma. 
Haemoptysis: Patients with a history of significant episodes 
of haemoptysis (>60ml) should be carefully monitored for 
haemoptysis and Bronchitol should be withheld in the event 
of massive haemoptysis. Cough: Train patient on inhaler 
technique. Advise patient to report persistent cough. Impaired 
Lung Function: Not recommended in patients with a FEV1 
of less than 30% of predicted. Non-CF Bronchiectasis: Not 
recommended. Interactions: No formal interaction studies. 
Bronchitol has been used in trials involving concomitant 
treatment with other drugs used routinely in CF. There are no 
data on concomitant use of hypertonic saline with Bronchitol 
as it was excluded from studies. Fertility, pregnancy and 
lactation: Limited data in pregnancy: avoid use if pregnant. 
No data on lactation: A decision whether to discontinue breast 
feeding or discontinue Bronchitol should be made. No clinical 
data on fertility effects. Effects on driving and operating 
machinery: No or negligible influence. Side effects: 

Common: headache, cough, haemoptysis, oropharyngeal 
pain, wheezing, post-tussive vomiting, vomiting, condition 
aggravated, chest discomfort. Uncommon: bacterial disease 
carrier, bronchitis, bronchopneumonia, lung infection, oral 
candidiasis, pharyngitis, Staphylococcal infection, upper 
respiratory tract infection, decreased appetite, CF related 
diabetes, dehydration, initial insomnia, morbid thoughts, 
dizziness, ear pain, productive cough, throat irritation, 
asthma, bronchospasm, forced expiratory volume decreased, 
rhinorrhoea, dyspnoea, dysphonia, hyperventilation, 
obstructive airways disorder, respiratory tract congestion, 
sputum discoloured, hypoxia, nausea, diarrhoea, eructation, 
flatulence, gastrooesophageal reflux disease, glossodynia, 
retching, stomatitis, abdominal pain upper, aphthous 
stomatitis, odynophagia, acne, cold sweat, pruritus, rash, rash 
pruritic, musculoskeletal chest pain, arthralgia, back pain, 
joint stiffness, musculoskeletal pain, urinary incontinence, 
pyrexia, fatigue, influenza like illness, hernia pain, malaise, 
chest pain, blood alkaline phosphatase increased, bacteria 
or fungus sputum test positive. (Refer to SPC for full list of 
side effects). Legal category: POM. Price and Pack: £8.27 
(10 capsules + 1 inhaler) £231.66 (280 capsules + 2 inhalers). 
Marketing authorisation (MA) No(s): PLGB 50608/0002 (GB), 
EU/1/12/760/001 (UKNI), EU/1/12/760/002 (UKNI). GB/UKNI 
Distributor: Chiesi Limited, 333 Styal Road, Manchester, M22 
5LG, United Kingdom. Date of Preparation: June 2021.

Adverse events should be reported. Reporting forms 
and information can be found at www.mhra.gov.uk/
yellowcard or search for MHRA Yellow Card in the Google 
Play or Apple App Store. Adverse events should also 
be reported to Chiesi Limited on 0800 0092329 (UK) or 
PV.UK@Chiesi.com.
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