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Randomisation must be carried out prior to administering the IMP

Confirm that written informed consent from the parents has been taken by someone who has received

suitable training and is named on the Delegation Log.

Confirm the baby still meets all of the eligibility criteria and ensure a medically qualified person (who is
delegated this duty on the Delegation Log) has documented clinical assessment of eligibility within the

medical notes. The AZTEC eligibility sticker can used uses to support this (found in document box).

Steps to follow

1. Access the study randomisation program (Sortition) at: https://ctul.phc.ox.ac.uk/randomise/login

2. Login using your individual credentials as assigned by the CTR team.

Sovtition’

Username

Password

Sortition ¥2.3 15-10-2014
- . s s
anry Care [ ] The Nuffield Department of Primary Care Health
Sciences
M i i Radcliffe Observatory Quarter, Weoodstock Reoad
Clinical Trials Unit (atery Quarter W .

Tel: +44 (0)1865 289 300

Sortition

3. You will be taken directly to a randomisation page- note you should only be able to see a list of
randomisations from your site

Azithromycin Therapy for Chronic Lung Disease of Prematurity
AZTEC

(AZTEC)
iqating th § yei
on survival without chronic lung disease in preterm neonates

The trial is a two-arm placebo-controlled trial i the effect of IV
Azithromycin Therapy for Chronic Lung Disease
Demo

Participants Help  Logout

1V azithromycin on survival without chronic lung disease in preterm neonates - - University Hosptial of Wales

Randomised Participants

show CIEA entries

Subject ID _ Allocation Randomised By

PACK1001 rzhao Wed 24 Apr 2019 13:09
PACK1051 rzhao wed 24 Apr 2019 13:10
PACK1005 mgoddard Mon 29 Apr 2010 10:10
PACK1007 mgoddard Mon 28 Apr 2018 10:47
PACK1104 dgillespie Tue 30 Apr2010  14:27
PACK1177 Jlowe Thu 23 May 2019 11:43
1 to 6 of 6 entries

Save to File (esv) Randomise New Participant

jlowez

Sorttion v2.3 15-10-2014

Primary Care|® The Nuffield Department of Primary Care Health Sciences it
- d B Raddiffe Observatory Quarter, Woodstack Road, Oxford 0X2 6G6

Clinical Trials Unit

Tel: +44 (0)1865 289 300 Sortition-

Page 1 of 3
AZTEC Guidance4 Version 2.0 FINAL Dated- 29/08/2019



https://ctu1.phc.ox.ac.uk/randomise/login

Guidance Sheet 4:
Randomisation

AZTE

Azithromycin Therapy for Chronic Lung Disease

CARDI FF

UNIVERSITY
PRIFYSG l‘\l..

CAE RDY®

Centre for
Trials Research

Canolfan
Ymechwil Treialon

4. Select ‘Randomise new participant’ from the menu and answer the inclusion/exclusion criteria to

confirm eligibility. The baby is only recruited and randomised into the AZTEC trial when you confirm

the data you entered is correct

Randomisation Form

Date of consent

Baby ID AZ1401 .

Participant DOB 1010612019 ﬁ
Gestational age <28 (27+6) weeks v
Confirmation of eligibility Yes M

1110612019 E

Pack Location

Source allocated pack from:

Pharmacy12

Confirm Entry

Baby ID

Participant DOB

Gestational age

AZ1401 -
25/06/2019

<28 (27+6) weeks

Confirmation of eligibility

Date of consent

Yes

26/06/2019

Pack Location

Source allocated pack from:

Pharmacy12

5. The randomisation program will then confirm the baby’s Study ID

Always starts with “AzZ”

Then a 2-digit site identifier, which will always remain the same

Then a two-digit sequential number (i.e. “01” is first baby randomised)

AZTEC
Demo

Participant AZ1401 has been allocated to:

on Wed 26 Jun 2019,

AZTEC

Giose

6. The Baby is also allocated their IMP treatment Pack ID, a random 4-digit number

7. Before logging out print the randomisation details for the infant and place into the infant’s clinical

notes alongside the consent form. Allocations can be checked at any time by logging in to Sortition.

8. Check that the correct ‘Pack ID’ is available and unopened from the stock on the ward.
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9. If the correct pack cannot be located, or the package is open, please report this to the trial manager

urgently, LowelJ3@Cardiff.ac.uk, Tel 029 2068 7990

=  Finally, please ensure the following:
o Study ID recorded on the Consent Form
o Study ID recorded on the IMP pack label (outer box), and each vial label
o Pack ID recorded on the infant’s drug chart or electronic prescribing system

o Screening Log updated with the Study ID
=  Put an AZTEC Cot Card on the infant’s cot, and an AZTEC Notes Sticker (both documents located in the
AZTEC document box) on the infant’s clinical notes. Ensure that the neonatal team are aware that the

infant is enrolled in AZTEC

Randomisation Backup

= [fthere are problems accessing the randomisation program during normal working hours (Monday-Friday
09:00-17:00), please contact the CTR data manager (029 2068 8105) or administrator (029 2068 7617)

who are able to randomise on behalf of a site
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