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% Study Updates and Reminders
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Monthly Message

World Health Day is celebrated each April.
This year’s theme, “Stand with Science,”
highlights the importance of investing in
evidence-based research and fostering global
cooperation through scientific partnerships.
Nearly 800 scientific institutions from more
than 80 countries convened at Lyon, France
to celebrate scientific achievements and
share personal stories of how science
improves lives.

At Connect, we truly appreciate the
dedication of our study sites and thank you
for your continued collaboration on this
important study. Together, we aim to improve
the lives of people living with asthma. With
your support, we have passed the halfway
mark for enrollment. As we continue to build
momentum, we encourage all sites to
maintain active pre-screening of patient
charts and to prioritize the allocation of site
resources toward Channel 2, which remains a
key focus for the study at this stage.

As allergy season is underway in both
hemispheres, please remain alert to potential
asthma exacerbations in your patients.

Randomizations increased from 42 to 91in
the past month.

Congratulations to all sites that screened
their first patient!

1608 Gattolin 1205 Gupta 1131 Krings
1611 Mannarino 1603 Rojas 1208 Saralaya
1207 Sutton 1609 Wehbe 1606 Yanez

Enrollment Update

Goal = 160 Patients
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1301 Dr. Cekerevac: 10 randomized

1309 Dr. Jovanovic: 5 randomized
1307 Dr. Kolarov: 4 randomized

1402 Dr. Peikrishvili: 4 randomized
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In Focus: Clinical Brief

Question & Answers

Q. When should the Treatment Failure log form be
completed?

A. Sites should enter a treatment failure when it
happens, recording the first occurrence of each
treatment failure type. As the study continues, the
form should be updated as applicable. In other words,
it is not a one-time use form. When the participant
exits the study, please review the Treatment Failure
form at End of Trial to make sure all information is
accurate and up to date.

Q. Is there a specific order of assessments at each
visit?

A: Section 10.3 provides the ideal sequence of
assessments. However, during the Screening Visit (Visit
1b) and/or the Randomization Visit (Visit 2), this order
may be modified as needed, including instances where
some or all these procedures are performed as part of
routine/urgent/inpatient hospitalized care. Where
possible at Visit 1b, it is advisable to obtain eosinophil
count prior to the administration of corticosteroids if it
does not compromise patient safety.
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Q: Does the withholding of maintenance therapies for
pre-bronchodilator (pre-BD) spirometry assessments
apply to the Screening Visit 1a, given that Footnote “t”
only references Visits 5, 6, 8, 9, and day of discharge?

A: Yes. The timelines for withholding maintenance
therapy outlined in protocol Section 10.3 apply to all
study visits requiring pre-BD spirometry including
Screening Visit 1a, unless explicitly contraindicated for
patient safety. The mention in Footnote “t” of Visits 5,
6, 8, 9, and day of discharge (hospitalized participants)
is intended to provide operational flexibility for
participants recovering from an acute asthma
exacerbation, where strict bronchodilator restrictions
may not always be clinically appropriate. Visit 1a is for
stable participants; therefore, withholding the
maintenance therapy should not put the participant at
risk. As a reminder, the Screening Visit 1a spirometry
test may be repeated up to 3 times within 2 weeks.

A list of the cumulative Q&As can be
found on the study website

Reminders/Updates

% Thank you for kind cooperation on
successful data entry prior to Interim
Analysis deadline.

% Reminder: Asthma should not be listed on
Medical History form. Instead, it should be
on the Asthma History and Exacerbation
History form.

% Reminder: Treatment Failure Log Forms

should be completed on a rolling basis

and EOT. Please consult updated CCGs
while completing these forms.

% Reminder: Submit pre-screening log

Seabreeze STAT Asthma Resources

Check out seabreezestatasthma.com for:

% Operational manuals (Lab, Pharmacy, CRF Completion Guidelines)

+» Medical monitor contact information
+» Password: seabreeze2025




Physician Referral Letter Now Available
We’ve posted a physician referral letter on the study website
(seabreezestatasthma.com) to help support outreach and
patient identification efforts. Sites are welcome to share this
letter with referring physicians as appropriate to help raise
awareness of the study and streamline referrals.

Link to Physician Referral Letter
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PHYSICIAN REFERRAL

Dear Doctor,

.........

LabConnect Updates

% Updated contacts: If you have

globallogistics@labconnect.co

shipping/logistics

related questions, please contact
m and project manager

Lauren Scerbo [scerbo@labconnect.com. Keep your

CRA in cc.

o S e study website on how to requ
““““ T labels. Follow the lab manual
ordering more lab kits.

% If you run out of lab kit suppli
your own supplies, please refer to the memo on our

es and need to utilize

est requisitions and
instructions for

o Link to Lab Requisitions and Labels Memo

3580 Carmal Mxtan st St 200, a8 Disgo, CARIS

A Sweet Thank You to Our Sites

In February and March, we sent a small token of
appreciation to our study sites in the form of branded
cookies to say thank you for your continued dedication and
hard work on the study. We truly appreciate the time, effort,
and commitment your teams bring every day, and we hope
this small treat brought a smile to your site.

WE WANT TO HEAR FROM YOU!!

What would be helpful for your site to read about in future newsletters?

Please email us at Clinical206@connectpharm.com.
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