OSAC TRIAL RECRUITMENT FLOW DIAGRAM
Member of the GP practice team (Recruiting Clinician) identifies eligible
adults presenting at the site with acute cough.

PATIENT NOT PRESENTING WITH ACUTE
COUGH: The patient has no further
involvement in the trial.

INDEX CONSULTATION
The patient is given a summary Patient Information Sheet (PIS) explaining what is involved in trial
participation. The patient sees the Responsible Clinician as per routine care, who establishes whether
the patient’s main reason for consulting is acute cough and if they are willing to consider taking part in
the OSAC trial. If yes, the patient and Responsible Clinician discuss trial participation. If the patient is
willing to participate, the Responsible Clinician will:

Take verbal consent and record this on the paper Case Report Form (CRF);

Check the patient’s eligibility against the detailed inclusion/exclusion criteria and complete
CRF1;

As part of this eligibility check, the Responsible Clinician will check on the GP Practice
Information System for any drug interactions which may make the patient ineligible, and
record this on the CRF;

Also as part of this eligibility check, carry out a routine clinical examination and complete
CRF2;

Complete their routine management, including the discretionary use of a delayed antibiotic
prescription (only use after 48 hours if symptoms are worsening or if failing to improve after 7
days).

If the patient is eligible to participate according to the initial screening process (as above), the
Responsible Clinician will confirm whether the patient wishes to participate in the trial. The Responsible
Clinician then books the willing patient into the baseline recruitment consultation with a primary care
Research/Practice Nurse (from hereafter referred to as the “Recruiting Clinician”) who has dedicated
time to recruit the patient. The Responsible Clinician then authorises the trial prescription (which can
only be redeemed by the Recruiting Clinician at the practice) and returns this with the other trial
paperwork to the Recruitment Folder (which is passed to the Recruiting Clinician). The patient will then:
(1) Proceed directly to the baseline recruitment consultation allocated by the practice to collect
the recruitment data for the patient, or
(2) Arrange another time (on the day of presentation) to attend the baseline recruitment meeting.

BASELINE RECRUITMENT MEETING
The Recruiting Clinician collects the Recruitment Folder containing the paperwork completed so far for
the correct patient. The Recruiting Clinician gives the patient a full explanation of the trial and obtains
written consent. The Recruiting Clinician then:
 Takes the next Patient Pack or PP (which includes the pre-randomised (oral steroids or placebo)
Medicine Pack) and attaches Patient ID Number stickers (provided within the PP) to each of the pieces
of trial paperwork that have been completed by the Responsible Clinician (completed Responsible
Clinician part of the CRF, and trial prescription), in accordance with the instructions provided in the
Recruitment Folder.
 Completes the remainder of the CRF with the patient. Although it is unlikely, it is possible that during
the process of completion of the CRF a further reason for ineligibility may be revealed. If this occurs,
the Recruiting Clinician will explain to the patient that they are not eligible after all, and will not issue
them with the PP.
 Gives the patient the PP, and teaches them how to: (1) take the trial medicines (as per the trial
prescription); (2) return unused trial medicines to the research team (using the pre-paid return
envelope provided in the PP); (3) take and record the peak flow readings (using the peak flow meter
provided within the PP); (4) complete the symptom diary and return this to the trial centre (using
separate pre-paid return packaging).
Patient completes symptom diary for up to 28 days, and receives weekly telephone contact from the
trial team to collect resource use / QoL data for 28 days (or weekly telephone contact until all
symptoms resolve, should the patient’s symptoms persist beyond the 28 day period): The trial
Research Team supports and encourages patients to complete of the symptom diary (online or paper)
through weekly telephone contact (information about resource use and quality of life will also be
collected at these points), with additional optional email or text reminders.

Medical notes review: The trial Research Nurse or the primary care site completes a form designed to
extract information from the primary care patient notes regarding: (i) the number of NHS contacts
(with reasons), investigations, prescriptions and referrals in the month following recruitment and (ii)
clinical diagnoses of asthma, COPD, whooping cough (pertussis) and/or lung cancer in the 3 months
following recruitment.
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PATIENTS DECLINING TO
PARTICIPATE OR
INELIGIBLE: Anonymised
descriptive data, with
Screening ID and reasons
for declining to participate
or ineligibility, recorded
on the site screening log.
Declined or ineligible
patients have no further
involvement in the trial.

PATIENTS DECLINING TO
PARTICIPATE:
Anonymised descriptive
data, with Screening ID
and reasons for declining
to participate, recorded on
the site screening log.
Declined or ineligible
patients have no further
involvement in the trial.

PARTICIPANTS: Screening,
Trial CRF (sections 1 and
2)).
PATIENTS NOT ELIGIBLE:
Any reasons for
ineligibility revealed by
the CRF completion
process are recorded on
the CRF. Ineligible patients
have no further
involvement in the trial.

PARTICIPANTS: Trial CRF
(symptoms, medical and
family history, clinical
observations).

PARTICIPANTS: Symptom
diary, patient resource use
/ costs, QoL measures.

PARTICIPANTS: NHS
contacts, referrals,
antibiotic prescription,
adverse events.

