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6.6 Treatment Code

Study medication will be packaged and uniquely numbered. Each primary packaging in the 
medication kit will have a numbered label that matches the kit number on the label of the outside 
packaging. The IRT will be used to assign run-in and treatment kits as well as training kits and spacer 
(if needed). The IRT will track quantities, kit numbers, medication types, batch/code numbers, 
expiration dates and dispensing limiting dates. The IRT will monitor inventory levels at all sites and 
manage the re-supply. The IRT will track patient screen failures and withdrawals from the study.

In case of emergency, the patient will be provided with a card in which the phone numbers of Hospital 
site and Investigator are reported.

Note: 
At pre-screening visit (Visit 0), the investigator will access IRT to register the patient in the system 
and obtain a patient number. 

At all the other visits of the treatment period the investigator will call IRT to enter the patient status 
in the study (if patient is on-going, dropped-out or completed).

The randomization list will be provided to the labelling facility but will not be available to subjects, 
Investigators, monitors or employees of the centre involved in the management of the trial before 
unblinding of the data, unless in case of emergency.
The Sponsor’s clinical team will also be blinded during the study without direct access to the 
randomization list.

In case of emergency, unblinding of the treatment code will be done through IRT. The treatment 
group will be disclosed and confirmation will follow (by fax and/or notification email). The IRT will 
be designed to send a confirmation (by fax and/or notification email) to the site for every transaction 
performed by the Investigators. The Investigator will be provided with usernames and passwords for 
randomization purposes and to unblind the study treatment in case of emergency situation, where 
he/she considers essential to know what treatment the patient was taking. The IRT will promptly 
notify the Sponsor and the Clinical Monitor whenever a treatment code is unblinded. 
Users from Chiesi Global Pharmacovigilance will have their own passwords to unblind patients in 
case of SUSARs to be reported to the competent Regulatory Authorities and Ethic Committees/IRB. 

6.7 Treatment compliance

Compliance will be evaluated on the basis of the information recorded daily by the subject in the 
electronic diary.
For Foster® NEXThaler® the compliance will also be checked through the dose-counter of the 
inhaler by the Investigator at visit.
The evaluation of compliance will be done using the following formula:

DRUGEDADMINISTEROF%100
DOSESSCHEDULEDOFNUMBERTOTAL

DOSESEDADMINISTEROFNUMBERTOTAL
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- The patient will be instructed to continue measuring daily PEF in the morning and in the evening
(as instructed at Visit 1) with the peak flow meter given at V1, starting from the evening of the
visit (see section 7.2). Measurements must be done before taking run in medication in the
morning and in the evening. He/she will also record the run-in medication compliance, rescue
taken (if any) and asthma symptom scores in the electronic diary.

- An appointment for Visit 3 will be made within 2 weeks (+/-3 days) from Visit 2 (at approximately
the same time as the other visits, between 7:00 and 9:00 a.m. +/- 2 hours). The patient will be
instructed:

To bring back the peak flow meter/electronic diary and the run-in medication (in its box) at 
the next visit.
To perform the morning PEF measurement before coming to the next visit and to answer 
questions in the electronic diary. 
To avoid taking rescue (salbutamol) in the 6 hours preceding the next visit, unless absolutely 
necessary. 
Not to take the morning dose of the run in medication before coming to the clinic visit.

7.1.4 Visit 3 (Randomization / Start of Treatment Period / Week 0)

The visit 3 will start between 7:00 and 9:00 a.m. (+/- 2 hours). It is recommended to start the 
assessment by spirometry in the respect of wash out period described below.

In case of repeated V3, all the assessments should be performed again.

If rescue (salbutamol) has been inhaled in the previous 6 hours, or Foster® pMDI (run-in medication) 
has been taken in the morning of the visit, the visit needs to be re-scheduled to take place within 
2 days. Only one re-schedule is allowed. If SABA intake occurs again in the previous 6 hours before 
the re-scheduled visit or Foster®pMDI intake occurs again on the morning of the re-scheduled visit, 
the patient will be discontinued.

The following procedures will be performed:

- Check the inclusion and exclusion criteria
- Changes of concomitant medications being taken by the patient will be recorded.
- The occurrence of adverse events (if any) will be checked and recorded.
- A full physical examination will be performed.
- Vital signs (HR, SBP and DBP) will be measured, after 10 minutes of rest, in sitting position (see

section 7.2).
- Asthma control will be evaluated by the completion of the paper Asthma Control Questionnaire©

(ACQ) as at Visit 1, to confirm the eligibility of the patient (see section 7.2). Patients with ACQ
score < 0.75 at V3 will be randomised.

- For female of childbearing potential a urinary pregnancy test will be performed
- Investigator will collect and check:
o Data recorded in the electronic peak flow meter: PEF data will be verified to check the

correct use of the device and to detect any clinical abnormality,
o Data recorded in the electronic diary: Patient’s compliance to run in medication, the rescue

taken and the asthma symptom score.
In case of lack of compliance with peak flow meter/electronic diary, instructions on how to 
use it will be given again to the patient.
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