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iare Foundation. OpenClinica is a of OpenClinica, LLC.

USER INFORMATION
User profiles will be created and maintained by the System Administrator— sadie.kelly@phc.ox.ac.uk
The system administrator will ensure appropriate access is given to the correct study and sites.

The system administrator will ensure that the correct account type and user role has been assigned.

PASSWORD

The system generates an initial, temporary password for a new user, which will be sent to your e-mail account
(the system administrator will save your email address when creating your profile). You will then have the op-

portunity to change your password.

SYSTEM LOCKOUT

To enhance system security, OpenClinica is configured so that authorized users are only allowed 5 attempts to

enter the correct password, and after that they are locked out and will be required to reset their password.

If you have any trouble accessing OpenClinica, or if you have been locked out, please contact the system ad-
ministrator (sadie.kelly@phc.ox.ac.uk) who can re-set the account and send a new temporary password so

you can successfully log in again.

ARCHIE Data Entry User Guide version 1.0 085ep2014 1



; Data Entry User Guide RCH&E

OXFORD

Purpose of this guide

This data entry user guide explains how to use OpenClinica as a clinical database to record data collected in the
ARCHIE study. It is organised by study visit so you can pick up the guide and follow instructions for the par-
ticular visit you are entering data. See the contents list below for the corresponding page number of the assess-

ment or process you require.
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Study homepage 5
Data to be collected 6
Subject homepage 7
Selecting the correct site on OpenClinica 8
ARCHIE ID numbers 8
Adding a new subject 9
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Entering data for the Medical notes review: Re-consultations 22
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Discrepancy notes and Failed validation checks 28
Resolving failed validation checks—Data queries 29
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Access to OpenClinica

You will initially have access to a test database where you can enter some dummy data by following through

the steps described in this guide.

Once you have confirmed that you are happy using OpenClinica with the training provided, by signing off on
your training log, you will gain access to the live database where data from ARCHIE participants will be col-

lected. Your access to the test database will be revoked at this stage to prevent confusion.
The live OpenClinica database can be accessed from the link on the ARCHIE study website.

The link for the test database will be sent to you when your account is created.

To comply with Good Clinical Practice (GCP) guidelines, no personal identifiers (name of partici-
pant, parents, healthcare provider etc..) should be entered to OpenClinica, either in free text fields or
in annotations and discrepancy notes. If reference to a person needs to be provided please enter as

[participant], [parent], [doctor], [nurse] etc..

Definitions used in OpenClinica

Subject or Participant

A person who participates in a study. For ARCHIE, once a child is deemed to be eligible for the study (the
child fulfils all inclusion criteria and has no exclusion criteria), they become a Subject/Participant whose data
for the study will be recorded in OpenClinica. The terms Subject and Participant are used interchangeably
throughout this guide.

Subject Identification (ID) number

Every participant will have their own unique ID number. In ARCHIE, the subject ID number will be com-
prised of a code specific to your surgery, hospital or recruiting site (see below) followed by a unique four digit
number. The trial team will inform you of your site code which should be used for all participants recruited

from your research site.

Site

A site is a set location (GP surgery, hospital or another place) where participant recruitment is taking place.
Your OpenClinica user role will be assigned to a site or sites where you will only be able to view and enter data

entered from your own site(s).

ARCHIE Data Entry User Guide version 1.0 085ep2014 3



Data Entry User Guide RCHGE

OXFORD

Definition used in OpenClinica continued

Study Event

A visit or encounter in the Study where data is collected from the participant. A Study Event involves complet-
ing one or more Case Report Forms (CRFs). In ARCHIE, study events are defined as assessments i.e. Baseline
assessment, Week 1 and Week 2 follow up assessments and Notes Review are all separate study events that are
expected to occur for each participant enrolled in the study. Additional study events are present for adverse
and serious adverse events, study discontinuation and additional notes reviews where consent has been ob-

tained for this.

Case Report Form (CRF)

A form that collects and contains Study Event data for a Study Subject.

Discrepancy Notes

OpenClinica has a feature which allows users to leave additional notes or annotations on a data field. Open-
Clinica can also automatically generate queries in response to entered data whose value, condition, level of de-

tail, etc. are not as expected.
You may come across three different types of discrepancy note:

a)  Annotations—these are comments or notes you can create when you need to provide extra information
that will not fit into a data field, or where it would be helpful to explain the lack of data in a field. For
example, an annotation could be provided to state ‘Dosage varies’ for a particular medication or “Throat

swab not done, child refused’. More information regarding annotations is given on page 27.

b)  Failed Validation Checks—These will fire if data entered in a particular field does not comply with ex-
pected values (for example temperature higher or lower than usually expected), if there are missing data
points where a value has not been entered that would usually be expected or if there are inconsistent data
points that do not agree with data entered elsewhere on the same or another CRF. In these cases Open-
Clinica will automatically query the data field upon saving the form. FVCs will appear in red at the top of
the data entry form. For more information please see page 28. A list of all Failed Validation Checks that
apply to the ARCHIE study are given in the Appendix.

c)  Reason for Change—if data in a field is changed after the CRF has already been saved to OpenClinica,
for example if you have forgotten to add details of medication history and need to go back into the form
to add them, then a ‘Reason for Change’ discrepancy note must be provided on that data point to ex-
plain why you have had to change the data. More details regarding how to edit entered data are given on

page 26.
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Study Homepage

Your assigned role in OpenClinica will be Clinical Research Co-ordinator. Using this role you will be able

to:

o Add a new subject

. Add new study events

o View all subjects and their study events within your assigned site

° Enter CRF data

° Print entered data

The Subject Matrix lists all the subjects created at the site and the data entry status for all study
events—this is your ‘Overview’ of all data entered for all subjects at your site. This is the page you
will see whenever you first log in. Wherever you are in OpenClinica, if you select ‘Home’ from the

Assigned site

\ \ ofa sessi‘on/

o~ e

Edition NS

blue task bar, this is the screen you will see.

Always log out at the end
Username and assigned role

+ CYTCTTN o |

Alerts & Messages
Instructions
Info

Icon Key

Statuses

Not Started
@ Scheduled

Data Entry
Started

@ Stopped
Skipped

@ Completed

8 signed

6] Locked

Invaiid

Actions
e

Select magnifying glass to see a table of all CRFs entered for
a subject—this is the Subject homepage, an example is

15 [=] Select An Event [+ _shown on page xx

000/0123

Resu\ﬁ‘i -1of1.

| § |

Study events where data will be collected as part of
the study are given in the horizontal blue bar

The data entry status for a subject is shown by the icons in the
matrix. Hover your cursor over an icon to view and access the
study event data collected for a subject

A subject can be found by entering their study identification number in the study subject ID box or
by simply scrolling through the list of available study subject IDs

COMMONLY USED ICON KEY DEFINITIONS

Scheduled A Study Event must be scheduled before data can be entered to any of the CRFs contained within that event. If an
event is given as scheduled then no data has yet been collected for that event.

Data Entry Started Some data has been collected within the CRF but the CRF has not been ‘Marked as complete’. Data within
the CRF can be changed or added in the usual manner, without having to provide a ‘Reason for Change’ discrepancy note.

Completed Data has been collected within the CRF, the CRF has been ‘Marked as complete’ and the CRF submitted to the data-

base. If any changes need to be made to any data points within the CRF then a ‘Reason for Change’ discrepancy note must be
provided to give an explanation for the change.
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Data to be collected

Data from the CRFs listed below will be entered to the database by yourself using OpenClinica. Each
CRF can be entered only once, with the exception of Adverse Event and Serious Adverse Event Forms where

multiple occurrences can be entered if required.

Study Event Name CRF Name Visit CRF Repeating (can be entered
for more than one occut-
rence)?

Baseline Baseline Baseline Assessment No

Week 1 Week 1 Follow up Week 1 Follow up No

Week 2 Week 2 Follow up Week 2 Follow up No

Notes Review Notes Review Medical Notes Review No

Add Notes Review Additional Medical Notes Review No

AE AE Adverse Event Report Form Yes

Forms Discontinuation Study Discontinuation Form No

Other CRFs are listed within each study event, for example the Baseline Questionnaires within the Baseline
event and Diary Day 1— Day 7 within the Week 1 follow up event. A full list is shown below. These will be
completed on paper by the participant and should be returned to the Clinical Trials Unit by post for entry
to OpenClinica by data entry personnel.

Study Event Name CRF Name Visit CRF Data entered by
Eligibility Eligibility assessment Eligibility assessment Completed online at site and
uploaded to OpenClinica by
CTU
Baseline Baseline Questionnaires | Baseline Questionnaires Paper CRF returned to CTU
EQ-5D, CARIFS for data entry
Week 1 Diary days 1-7 Week 1 diary days 1-7 Paper CRF returned to CTU
for data entry
Week 2 Diary days 8-14 Week 2 diary days 8-14 Paper CRF returned to CTU
for data entry
Week 3 Diary days 15-21 Week 3 diary days 15-21 Paper CRF returned to CTU
for data entry
Week 4 Diary days 22-28 Week 4 diary days 22-28 Paper CRF returned to CTU
for data entry
Child diary Child diary Paper CRF returned to CTU
for data entry

Serious Adverse Event | Serious Adverse Event |Serious Adverse Event report form | Paper CRF returned to CTU
Report Form for data entry
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Subject homepage

The subject homepage is reached by selecting the magnifying glass next to a subject ID in the subject matrix.

This is an overview of all data entered, or to be entered, for a subject in the study.

Refer to the Icon Key panel on the left side of the screen to provide information of the data entry status for all
CRFs for a subject.

Alerts & Messages v

Instructions v View Sul t: 000/1234 @
Other Info - Ba
Study: IE_DEMO BEvent:
Page 10f 1 [ Find | Schedule New Event
Site: Oxford T
Event (Occurrence |Start Date | Location/Status | Actions CRFs (Name, Version, Status, Updated, Actions)
Start Date: /4 Humber) o
End Date: N/A BASELINE 26-Aug-2014 data ARC15 BASELINE V1010 ~
e"‘”d = QUESTIONNAIRES
HE;KayWang e ARC10 BASELINE V1010 2%6-Aug-2014
(achtest)
Protocol Verification/IRB
Approval Date: SCREENING 26-Aug-2014 scheduled| IEW || ARcos ELIGIEILITY V1010 -
7]
Tcon Key - CRF, you are able to View the data
WEEK1 26-Aug-2014 data | B8 |arcosomRYDAY: V1010 - BeO
o entry i . :
= started | @%@ | ARC30DIARY DAY 2 V010 ~ = (5] onscreen by selectlng the magnlfy-
Not Started
ARC35 DIARY DAY 3 vi010 « = . :
@  schedied = ing glass icon
ARC40 DIARY DAY 4 V1010 ~ =
Data Entry
@ Started ARC4S DIARY DAY 5 V1010 ~ =
® st ARCSODIARYDAYS | v1010 ~ (G- S
@ Skipped ARCSS DIARY DAY 7 v101.0 ~ E e
(V] Completed ARC20 WEEK1 v101.0 26-Aug-2014 | (29
FOLLOW-UP (achtest)
8 Soned WEEK2 26-Aug-2014 data ARCE5 DIARY DAY 8 V1010 ~ ZH 3 NS
& Locked entry ] =
started | [ | ARC70DIARYDAY9 v1010 ~ HSe B
X i = =
: fnveld ARC7SDIARYDAY 10 | v1010 ~ | =3 X
% e oBRYDART 1070 © oo You are also able to produce a print-
View =
ARC5 DIARY DAY 12 v1010 + E B E .
i . = able copy of the CRF by selecting
ARCI0DIARYDAY 13 | v101.0 v E 8 E
ARCSSDIARYDAY 14| v101.0 ~ (S | the Print icon
ARC60 WEEK2 v101.0 6-aug-2014 | (B3 BN
FOLLOW-UP (achtest)
WEEK3 26-Aug-2014 scheduled| B8 || ARC100 DIARY DAY 15 V1010 ~ = &
ARC105 DIARY DAY 16 V1010 ~ =8
ARC110 DIARY DAY 17 V1010 + [ ] 2
ARCLISDIARYDAY 18 | 1010 ~ A 2
ARC120 DIARY DAY 19 v1010 + =
ARC125 DIARY DAY 20 V1010 ~ E e
ARC130 DIARY DAY 21 V1010 ~ 8
WEEK4 26-Aug-2014 scheduled ARC135 DIARY DAY 22 V1010 ~ = =
ARC140 DIARY DAY 23 v1010 =
ARC145 DIARY DAY 24 vi010 ~ =8
ARC150 DIARY DAY 25 v1010 + 7 1 |
ARC155 DIARY DAY 26 V1010 ~ E B8
ARC160 DIARY DAY 27 V1010 + e
ARC165 DIARY DAY 28 v1010 ~ =8
ARC170 CHILD DIARY v1010 =
NOTES REVIEW 26-Aug-2014 data E® arc177nRADDITIONAL  [vi01.0 (%]
entry INFORMATION
started | (@
ARC 180 ADDITIONAL NOTES |v101.0
REVIEW
ARC172 NR BASELINE v101.0 26-Aug-2014
INFORMATION (achtest)
ARCI73NR v101.0 [ 26-Aug-2014
RECONSULTATIONS (achtest)
ARC174NR HOSPITAL v101.0 2%6-Aug-2014
ADMISSIONS (achtest)
ARC175 NR DEATH v101.0 B 26-Aug-2014
(achtest)
ARC176 NR MEDICAL v101.0 26-Aug-2014
HISTORY (achtest)
AE (1) 26-Aug-2014 completed 8 | [arc1ss AE v101.0 (B 25-aug-2014
. (achtest)
(7]
SAE (1) 26-Aug-2014 scheduled No CRFs
FORMS 26-Aug-2014 scheduied| B8 |[arc195 DISCONTINUATION | V1010 + = s
[~ ]
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Selecting the correct site on OpenClinica

If you will be recruiting participants from more than one location, then your user role will have access to more
than one site on OpenClinica. Before adding any data, either for baseline or follow up assessments, ensure you
are logged in to the correct site, as shown at the top of the screen. You will not be able to view data entered

from another site that you have access to if you are not logged in to that site.

To change site, select Change Study/Site at the top of the scteen. The window below then appears, with a list
of all available sites to which you have access. Simply select the radio button next to the correct site then click
Change Study. You will need to confirm your change on the next screen and then you will see the subject ma-
trix for the site you selected.

Access provided to site shown

Your current active study is Oxford Training, with a role of Clinical Research Coordinator.
Please choose a study in the following list:

ARCHIE

® Oxford Training (Clinical Research Coordinator) Select a site from the list available, then select
=\ - J

ARCHIE_DEMO Change Study

©@ oxford Training (Clinical Research Coordinator)

ARCHIE ID numbers

Subject ID numbers (or ARCHIE ID numbers as termed in your training videos) are always in the format

101/0012

101 refers to the code assigned to your site, and can be found in your study pack or in the site details shown at

the top of the screen when you log into OpenClinica.

0012 is a unique number assigned to the participant from your site. No two participants will have the same
ARCHIE ID number.

When entering a subject to OpenClinica (see page 9), the ID number should ALWAYS be added in this for-

mat, with a forward slash between the site code and the unique identifier and with no spaces.
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Adding a new subject

Once you have completed the online ARCHIE eligibility form to confirm the participant is eligible for inclu-
sion in the study and you have assigned the participant an ARCHIE Subject ID number, the next step will be
to add the participant to OpenClinica.

Participants are added using their unique ARCHIE Subject ID number which should always take the format of
111/1234 where the first three digits are specific to your research site and the last four digits are the partici-
pants unique identifier. Each Subject ID number can only be entered once in OpenClinica. The Subject ID
number cannot be amended once it has been added, so it is VERY IMPORTANT that it is added correctly.

When you are ready to add a subject, select ‘Add Subject’ from the blue bar at the top of the screen.

Select Add Subject from the blue bar to reach the ‘Add subject’ screen

ARCHIE_DEMO : Oxford Training (000 xford Training Change Study/Site achtest (Clinical Research Coordinato

Home | Subject Matrix | add Subje. | Notes & Discrepancies | Tasks ~ L T e N Study Subject ID

Oxford Training: Add Subject® Enter the participant’s unique Study Subject ID.
The secondary ID is not required, so please leave
* indicates required field. blank.

Sudysudiect e, [oomdTe S Enter the date of enrolment in the format dd-
mmm-yyyy (i.e. 02-Sep-2014 or use the date pick-

er). This should be the date of consent/eligibility

Secondary ID

screening
Date of Enrollment for Study' ARCHIE_DEMO': | 02-Sep-2014 5 D o
Enter the participant’s gender from the drop
Sexi | Male [~] o B down list
O
Date of Birth: | 01-Jun-2010| ) Enter the participant’s date of birth in the format
dd-mmm-yyyy
N CGancel |

\ Once you have correctly entered the participant’s Subject ID number

and the basic details, select ‘Save and Assign Study Event’ to proceed

to enter data

If you wish to add another participant using their Subject ID before entering any data, select ‘Save and Add
Next Subject’ to clear the screen and add the next participant’s details.

If you wish to finish before entering another participant or before entering data, select ‘Save and Finish’ to

enter data for this participant at a later stage.

If you have made any errors and wish to start again or complete the task later, select ‘Cancel’.
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Scheduling Study Events

Study Events must be Scheduled in OpenClinica before any data relating to that visit can be entered.

The first event you will need to schedule once a participant has been added to OpenClinica is the

Baseline event

Once data has been entered for the Baseline assessment, all other events are automatically scheduled for that

participant, and are ready to collect data without the need for manually scheduling any further events.

ARCHIE : Oxford Training (000)

ooy hange Study/Site achtest (Clinica h Coordinator) en | Log Out
OpenClinica A
& Enterprise Edition Home | Subject Matrix | Add Subject | Notes & Discrepancies | Tasks v Report Issue | Support
Alerts & Messages -~ Select the event Baseline (non-repeating)
The Subject with unique Schedule Study Event for 000/9876 ® s
Mlesitifics OUO/SE76" W from the drop down list in Study Event
created successfully. *indicates required field. Deﬁnition
Study Subject ID: 000/9876
S SEn—— = Study Event Definition: | BASELINE (non-repeating) E’ s Enter the start date mn the format dd—mmm
Other Info - s o =. & % -yyyy or use the date picker. This should be
Study: ARCHIE (DD-MMM-YYYY HH:MM)
the date the assessment took place.
Site: Oxford Training Ed Baite/Tie: (E= I =] (OD-MMM-YYYY HH:MM) P8
Study Subject ID: Leave this field blank if the end date/time is not applicable. The start time and end date/time are not
R required. Please leave these blank.
Start Date: N/A
End Date: N/A

Protocol Verification/IRB \
Approval Date:

Select ‘Proceed to Enter Data’ to enter data to the Baseline CRF

or'e ARCHIE_DEMO : Oxford Training (000 Oxford Training) | Change Study/Site achtest (Clinical Research Coordinator) en | Log Out
OpenClinica - : - -
JOYIPSSPINI| Home | Subject Matrix | Add Subject | Notes & Discrepancies | Tasks e T Study Subject ID
Alerts & Messages  —
The study event with Enter or Validate Data for CRFs in BASELINE @
definition 'BASELINE' and
subject '000/0123" was c]
created successfully. Edit Study E
Study Subject 1D 000/0123
Study Event BASELINE
e b Location N/A )
Info ¥ Study Subject 01D 55_0000123
Study Events -
Start Date 26-Aug-2014 o
Study Events: (10)
B End Date/Time P
& SCREENING
Subject Event Status scheduled
E BASELINE
s sehedkided Last Updated by 0
oo CRFs in this Study Event:
BASELINE : i -
CRF Name Version Status Initial Data Entry  Double Data Entry  Actions
5l ARC1S =
BASELINE ARC10 BASELINE v1010 ~ @ =
UESTIONNAIEES ARC15 BASELINE QUESTIONNAIRES v1010 ~ BEe e
© WEEK1
& WEEK2 View this Subject’s Record [ Bat ]
© WEEK3 Workfiow =
& WEEK4
B NOTES
REVIEW v = E: C Co . .
Py To enter data into the Baseline
& SAE (3 b
ol CREF select the ‘pen’ icon

The BASELINE QUESTIONNAIRES CRF is completed by the participant on paper and will be returned to
the Clinical Trials Unit by post for entry to OpenClinica by data entry personnel.
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Entering data—Baseline Assessment
The name of the CRF and the Study subject ID is always displayed at the top of the data entry screen.
Data is collected in several different formats in OpenClinica:
. Tick boxes—select these to confirm a positive response to the question

. Date fields—dates should be entered in the format dd-mmm-yyyy i.e. 12-May-2014, or use the date pick-
er to select the correct date. A date entered in any other format will result in an error message requesting

re-entry in the correct format.

. Drop-down lists—select the arrow next to the response box and a list of the available responses is

shown; select the correct response and it will appear in the response option

. Free text—these feature where further details are required or a description of an event such as an Ad-
verse Event is required that cannot be covered by drop-down lists. Free text fields are limited to 256
characters. If you require more space to provide information this can be given in an annotation relating

to the specific data-point. Please see page 27 for instructions on how to add an annotation.

BASELINE (0/40)
Title: BASELINE ASSESSMENT FORM
Page: | Mark crRF Complete (I
BASELINE ASSESSMENT FORM
INE DETALLS
7] Please tick to confirm that chiid meets eligibilty criteria AND parent/guardian has signed consent form ™
Date fields, enter Dot of sty . Drop-down lists to select one
> 4— of several possible responses
date or use date Date 3 birth [23-Mar-2009 Bw smoker(s\in[ NO : o p P
. househoM
picker
Received| NO j e
this season’s
seasonal influenza
vaccnation?
Receive d[ NO j L]

last season’s
seasonal influenza
vaccination?

Select tick

» ver T
box »
ardiac ™
enal o/
o™ Free text field—256 character limit
mmunodefidency /
| fother (please state) ™ Diabetes Mellitus type 2 ™

ISODE (as reported by parer
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Entering Data—Baseline Assessment continued

CURRENT INFLUENZA-LIKE TLLNESS EPISODE (as reported by parent/guardian)
Date symptoms [30- Jun-2014 Bm
started
Date fever started [30- Jjun-2014 [ A

MEDICATIONS TAKEN BY CHILD DURING CURRENT INFLUENZA-LIKE ILLNESS EPISODE

Antivirals| YES P8 (e.q. oseltamivir)

If YES, give name(s) of antiviral(s)

Name
Oseltamivir Po [ X ]
Antipyretics| YES 8 (e.q. paracetamol)

If YES, give name(s) of antipyretic(s)

Name
Enter time in hh:mm 12 h format, then select
Paracetamol ]
am/pm from the drop-down list \
Date of most recent 01-Jul-2014 G o and time 07:00 1] (hh:mm) am : ty
dose
Other medications | NO o
If YES, give name(s) of medication(s)
Name
)
PHYSICAL EXAMINATION
Temperature l39_1 8 (=C) Time temperature [13:15 P8 (hh:mm) pm j e
taken
Heartrate g5 P8 (beats per minute) Respiratory rate |97 P (breaths per minute)
Weight[21 5 P8 (kq)

SWABS

High nasal swab [ yES j o Throat swab taken?| YEG j "

taken?

STUDY MEDICATION — Please write participant’s study medication ID and dose in the fields below

Please go to www.archiestudy.com to generate the child’s study medication ID number.
You will need to enter the child’s age, weight and current influenza vaccination status

Enter the medication ID and
Study medication © [A10010 Study medication d?“ml twice daily for 5 days .

dose given from Sortition

QUSSTIONNAIRES TO BE COMPLETED DURING BASELINE APPOINTME

By parent/guardian (compulsory)

L EQ-5D-Y proxy [ YES P Study Medication fields will only appear if the response to ‘High
2 cRrs[yEs o] ™ & nasal swab taken?’ is ‘Yes’, as this swab is required for the child
By child (optional) to enter the Study.

EQ-5D-Y| YES o

[¥] Please tick to confirm study pack given and explained Lol

¥ Mark crF Complete |§

When you have finished entering baseline data, whether or not study medication details have been recorded,
select the tick box ‘Mark CRF complete’, click OK when the pop up message appears, then select Save to

save the data to the database. If you wish to complete data entry at a later stage, do not ‘Mark CRF complete’,
select Save and you can finish entering data at another time.
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Entering data for follow-up assessments—Week 1 follow up

ARCHABE

When a participant returns for a follow up assessment and you are ready to enter data for that assessment you
should log in to OpenClinica and reach the subject matrix screen. You can then locate the participant’s Study
ID number by either scrolling through to view the list or by typing the ID number in the grey box at the top of
the Study Subject ID list. As the follow up assessments are automatically scheduled and ready to collect data,

you simply need to select the event Week 1 for the participant then View/Enter Data as shown below.

OpenClinica

o Enterprise Edition

Alerts & Messages  /

Instructions v
Info v
Icon Key ot
Statuses
Not Started

@ Scheduled
i‘ 3 Data Entry

2 Started
D Stopped
lﬂl Skipped
Completed
g signed
@ Locked
Invalid
Actions
B View
7] Edit

Please note: DIARY DAY 1-7 CRFs are completed by the participant on paper and will be returned to the
Clinical Trials Unit by post for entry to OpenClinica by data entry personnel.

ARCHIE_DEMO : Oxford Training (000 Oxford Training

d Training Change Study/Site achtest (Clinical Research Coordinator) e Log Out
Home | Subject Matrix | Add Subject | Notes & Discrepancies | Tasks v ReportIssue | Support TN M (Go|
Subject Matrix for Oxford Training ®
15 [w] | Show More || Select An Event [w] Add New Subject
Sty Subpect 1| scrmamn | aaseL  wees | weees werc | weexas wores Review o [sa [romslactes |
eao0/a125 @ (%] 0 @ @ @ @ @ a
Dooite=t @ (%] G @ a @ @

Results 1 - 2 of 2.

Search for participant by typing the subject ID in the grey box

Subject: 000/1234 X
Event: WEEK1
Status:scheduled

Enter or Validate Data for CRFs in WEEK1 ®

&
Edit Study Event

Study Subject ID 000/1234

Study Event WEEK1

Location N/A ™

Study Subject OID 55_0001234_4040

Start Date 26-Aug-2014 P

End Date/Time ™

Subject Event Status scheduled

Last Updated by 0
CRFsin this Study Event:

CRF Name Version Status Initial Data Entry
ARC20 WEEK1 FOLLOW-UP vigi0 ~ |
ARC25DIARY DAY 1 vi010 ~
ARC30 DIARY DAY 2 vigl0 ~
ARC35 DIARY DAY 3 vi010 ~
ARCA40 DIARY DAY 4 V161 0~
ARCA45 DIARY DAY 5 vigl0 ~
ARCS50 DIARY DAY 6 vigi0 ~
ARCS55 DIARY DAY 7 viol0 ~

Double Data Entry Actions

E B E
@B o

Select the ‘Pen icon’ in the Week 1 Follow up row to

enter data for the Week 1 Follow up assessment

ARCHIE Data Entry User Guide version 1.0 085ep2014
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Week 1 Follow up assessment CRF continued

Complete the Week 1 Follow up assessment CRF as for Baseline. Instructions are included to remind you of
the study schedule, to remind the patent/guardian to return the Week 1 diaties and to prompt you to complete

an adverse event form if necessary.

During the last

Remind the parent/

. . S , guardian to record any
1. Have you and your child had to seek medical advice because of your child’s fiudike illness or complications of this

(e.q. chestinfection, ear infection)? 4— —¢—/'Occurrences of medical
If YES, please remember to note these occasions in youlARCHIE study diary advice or hospltal admis-
sions in their study diary

\JYES ~] befote returning the diary

to the Clinical Trials Unit
2. Has your child had to stay in hospital for one or more nights because of his orher fiu-ike illness or complications of this
(e.q. chestinfection, ear infection)? by post.

If YES, please remember to note these occasions in your ARCHIE study diary

[NO v ®

| 3. Has your child had any side-effects from his or her study medication?

[YEs | P

If YES, please give details below

Please tick all side-effects that apply:

Complete a Serious Adverse Event Report form for ANY side-effect which has serious consequences.
See Serious Adverse Event Report form in section 6 for full definition

You will find Adverse Event and Serious Adverse Event report forms in section 6 of your study pack or on our website (! archiestudy, com)

N.B. ACTION if any these are ticked

/ ACTION:
Complete an Adverse Event Report form for each clinically severe side-effect.
No action is required for dinically mild or moderate side-effects

If the participant has expe-
p p P [T piarrhoea o

rienced any adverse events
[E] Nausea (feeling sick) o

that should be reported, as

stated in the onscreen in- [ vomiting (being sick) ™

structlons, a message WIH [ thrush (fungal infection of mouth, vagina or skin folds) e
appear to tremind you to N.B. ACTION if any these are ticked
complete an adVCfSC event ACTION:

Complete an Adverse Event Report form for each side-effect, reqardless of dinical severity

report form on OpenClini-

ca. Instructions on how to ™ skinrash ™

Complete an adverse event ] Other(s) (please state below) e

form are given on page 15.

1. Other Po
2. Other e
3. Other o

N

Select ‘Mark CRF complete’, acknowledge the pop-up message and click ‘Save’ to save the completed CRF
to the database.
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Adverse Event (AE) Report Forms can be entered as many times as necessary to record multiple adverse

events for a participant involved in the study. The first occurrence is automatically scheduled once the baseline

assessment has been completed. Any further occurrences need to be scheduled manually after selecting ‘Add

another occurrence’ as shown below.

Subject Matrix for Oxford Training ®

More || Select An Event [w] Add

15@ Shot New Subject

000/0123 (%] (5] @ (5]
000/1234 &) (%] 2 0 8 0 @

Results 1 - 2 of 2.

Select View/Enter data to go to ‘Enter and Validate

Data for CRFS in AE’ screen below

Study Event Definition states ‘AE (Repeating)’

Enter the start date; this should be the start date of the

adverse event for which you are entering data

Start time and end date/time are not required so please

leave blank

Select Proceed to Enter Data to continue

Enter or Validate Data for CRFs in AE®

a
Edit Study Event
‘ Study Subject ID 00071234
Study Event AE
Location N/A L]
Study Subject OID $5_0001234_4040
Start Date 26-Aug-2014 o
End Date/Time o
Subject Event Status scheduled
Last Updated by 0
CRFsin this Study Event:
CRF Name Version Status Initial Data Entry
|ARC185 AE v1010 ~ E

ARCHIE Data Entry User Guide version 1.0 085ep2014

000

subject: 000/125¢ x| CO T T e
Event: AE Apply Filter Clear Filtes
Occurrence#1 of 1 %]} ]

26-Aug-2014
Status : scheduled

bject: 000/9876 x|
Event: AE

Occurrence#1 of 1
06-Jul-2014

Status : data entry
started

Schedule Study Event for 000/1234 @

*indicates required field.

Study Subject ID: 000/1234

Study Event Definition: | AE (Repeating)
Start Date/Time: |27-Aug-2014 B & . =] FO——
End Date/Time: [ | ) EI - E‘ (DD-MMM-YYYY HH:MM) P8

Leave this field blank if the end date/time is not applicable.

Select the ‘pen icon’ to enter Adverse Event Data

Adioz

5

Double Data Entry
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Completing the Adverse Event Report Form

AE (0/8)
{ Title: ADVERSE EVENT REPORT FORM
Instructions:
Lot ARCHIE (The early use of Antibiotics for at Risk
Study Title: CHildren with InfluEnza in primary care)
Principal Investigator: Dr Kay Wang
PLEASE READ INSTRUCTIONS BEFORE COMPLETING

Page: [: Mark CRF Complete

ADVERSE EVENT REPORT FORM

If your answer is anything other than 1 to 'Is the Adverse Event serious?’:
PLEASE COMPLETE A SERIOUS ADVERSE EVENT REPORT FORM AND SEND TO COORDINATING CENTRE WITHIN 24 HOURS OF
BECOMING AWARE OF THE EVENT

Adverse Event|gavere vomiting ] (diagnosis [if known] or signs/symptoms)

\

Free text description of adverse event (256 character
limit)

Date of Onset[gg-Jyl- - Yo
The Adverse Event ID = of onset]0-Jul2014 =
is pre-printed on the Ad- Outcome [ { = Resolved =] ™

verse event report log. Sevesity [T P

Please enter the cotre-

Relationship to studyl 2= Possibly related |Z| ] (must be assessed by medically qualified individual)
drug

sponding ID given on the

log for the Adverse event

Date of Resolution lO7—Ju|—2014 P
you are entering to the
Is the Adverse Event| 1 = * P
database. serig ?l 1= B
o
[E] mark crF complete i
1 =No The Adverse event description, date of onset, severity and seriousness are

. required fields, indicated by a red asterisk next to the data field. This
2 = Results in death

means that a response must be provided for these questions otherwise
3 = Is life=threatening the form will not save. An error message will appear if you try to save the

. . T form with a blank response to any of these fields, directing you to com-
4 = Requires inpatient hospitalisation or prolon-

st off ettt ol sidon plete entry for the required data point.

5 = Results in persistent or significant disabil- If your response to Is the Adverse Event setious? is any of
ity / incapacity the response options from 2-7 the study team will be notified

6 = Is a congenital anomaly / birth defect immediately once your data entry has been saved. You will be

required to complete a Serious Adverse Event Report Form. A

7 = Jeopardised the participant (or unborn child) member of the study team will be able to advise you.

and required ot may require medical or surgical
intervention to prevent any of the outcomes
listed in 2-5

As for all other CRFs, once you have completed data entry for

the Adverse event form, select Mark CRF complete then se-

lect Save to submit your entry to the database.
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Data for the Week 2 Follow up assessment is entered in much the same way as the Week 1 Follow up assess-

Week 2 Follow up Assessment

ment. If the participant or the parent has reported any adverse events in the week since the Week 1 Follow up

that require reporting, please complete an Adverse Event form as described for the Week 1 assessment (see

page 15).

Subject Matrix for Oxford Training ®

15 [ | Show More || Select An Event [&] Add New Subject
 Study Subject ID| SCREENING | BASELINE|WEEKL] WEEK2| WEEKS| WEEK4 | NOTES REVIEW | AE | st [FoRMs|Actions |
0a0/0125 @ @ © @ @ @ @ 000
Huoitosg @ (] = @ @ (c7 &7
Results 1 - 2 of 2. Subject: 000/1234 X
Event: WEEK2
Status:scheduled
HIE_DEMO : Oxford Training (000 Oxford Training Change Study/Site achtest (Clinical h Coordinator) en | Log Out
ome | Subject Matrix | Add Subject | Notes & Discrepancies | Tasks v Report Issue | Support ST ol [Go)

Enter or Validate Data for CRFs in WEEK2 ®

ol

Edit Study Event
Study Subject ID 000/1234
Study Event WEEK2 .
: : Select the pen icon to enter data for the Week 2 follow up
Location N/A ]
Study Subject 1D 550001234 4040 and proceed to enter data, and any corresponding adverse
STt thate ENGIH ™ event forms as for the Week 1 follow up.
End Date/Time o
Subject Event Status scheduled
Last Updated by 70
CRFs in this Study Event: i
CRF Name Version Status Initial Data Entry Double Data Entry Actiol
ARCS0 WEEK2 FOLLOW-UP vi010 ~
ARCE5 DIARY DAY 8 v1010 ~ = =3
ARC70 DIARY DAY 9 vi010 ~ = =
ARC75 DIARY DAY 10 vi010 ~ =
ARCS0 DIARY DAY 11 v1010 ~ 8
ARCS5 DIARY DAY 12 vi010 + [ ]
ARCS0 DIARY DAY 13 vi010 ~ =
ARCY5 DIARY DAY 14 v1010 ~ = =3
View this Subject’s Record [ Bt ]

Diary day 8-14 CRFs will be completed by the participant on paper and returned to the Clinical Trials Unit by
post for entry by data entry personnel.

Data collected in Weeks 3 and 4 comprise the participant-completed symptom diaries and questionnaires

which are returned to the Clinical Trials Unit by post for entry to the database.
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Medical Notes Review

The trial team will send you a reminder when the medical notes reviews for the participants recruited from
your site should be completed. This reminder will also detail the date range for which we would like infor-
mation collected regarding re-consultations and hospital admissions for each participant so please refer to this
when completing the review. The entry screens provide details of date ranges for other records of medical his-
tory so please read the onscreen instructions carefully. Any dates that are submitted on the notes review CRF
that are outside of the specified range will result in a query sent to you in order to confirm if the correct data
has been entered.

The Notes Review study event is automatically scheduled for entry once the participant has completed the
Baseline assessment. To enter data select the scheduled icon for the correct participant in the Notes Review
column and then select View/Enter Data.

Subject Mz Oxford Training ®

15 [w] | Show More || Select An Event ] Add New Subject
000/0123 (@3] (1] 2 8 8 & O @ @ @
000/1234 (&7} (75] E &8 @ O e O

Results 1 - 2 of 2. Subject: 000/1234 X

Event: NOTES REVIEW
Status:scheduled

Edit Study Event
Study Subject ID 000/1234
Study Event NOTES REVIEW
Location N/A Po
Study Subject OID 55_0001234_4040 Select the pen icon to enter data to each of the CRFs in
e 26-Aug-2014 o the medical notes review study event
End Date/Time P
Subject Event Status scheduled
Last Updated by 0
CRFs in this Study Event:
CRF Name Version Status Initial Data Entry Double Data Entry Ackidbns
ARC172 NR BASELINE INFORMATION v101.0 ¥ g t,
ARC173 NR RECONSULTATIONS v101.0 '5’:"‘ m f:?’
ARC174 NR HOSPITAL ADMISSIONS v101.0 F;a
ARC175 NR DEATH v101.0 E B E
ARC176 NR MEDICAL HISTORY v101.0
ARC177 NR ADDITIONAL INFORMATION v101.0 B FEB
ARC 180 ADDITIONAL NOTES REVIEW v101.0 m

The Notes Review to be completed by all participants is split into 6 separate CRFs (ARC172 to ARC177, as

shown above). ARC180 Additional Notes Review only needs to be completed by those participants who have

given consent to provide follow up throat swabs. Please enter data to each CRF, even if you think there is
nothing to record for a participant, as a simple Yes/No’ question will be present as the first data point to con-
firm if there were any occurrences in the requested timeframe. The Clinical Data Manager will then know that

there is no data to record and will not raise a query for what appears to be missing data.
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Medical Notes Review: Medical History

The medical history CRF can be completed at the Baseline assessment, if you wish, or along with the rest of
the notes review after day 28. This CRF asks you to provide some details of the participant’s medical history,
including details of their ‘at risk’ medical problem, regular medications, dates of vaccinations, details of acute
consultations in the 12 months prior to study entry and antibiotics prescribed in the three months prior to
study entry. Partial dates, for example, month and year or year only are permissible in this CRF for dates of
vaccinations, acute consultations and antibiotic prescriptions. So if a full date is not available for any of these
fields please enter as much information as possible in mmm-yyyy or yyyy format. Please try to provide as much
information as possible regarding dosage and duration of any medications recorded. If any detail is unknown
you can add an annotation to the field to state ‘Information not known’ or similar. Please see page 27 on how

to create and save annotations.

AT RISK' MEDICAL PROBLEM - please tick all boxes that apply
] astma ®
5] Bronchopuimonary dysplasia ™
[F] Recurrent viral wheeze (3 or more episodes within last 12 months) ™
] Aditted to hospital with bronchiolts within last 12 months ™

]

[ Congenital heart diseas

1]

[E chronic heart faiure

Free text field to specify

] Cerebral palsy ™ / . .
) ter sl neramuscar dorer ™ details where required
L]

[T chronic kidney disease

1)

] Nephrotic syndrome:

(]

ansplantation

D tver discase ™ Plesse specify ™

] Asplenia or splenic dysfunction ™
] Hv infection ™

L]

erapy leading to immunosuppression

L]

steroids (prednisolone 20 mg or more a day or >=1mg/kg/day (children under 20 kg)

1 Type 1diabet

Please spedify 1]

Please specify L]
1]

] Prematurity (born before 37 weeks gestation and aged 6 to 23 months at time of study entry)

] Unknown P&

You can add as many rows of Regular medications and Acute consultations as required by clicking the ‘Add’

button after each entry, as shown below.

(selectone) v P8

If YES, please give details in table below

Number of doses
Generic name Dose Dose Units

per day
] Fo o
12 UL
If YES, give details below
Definition of ‘acute acute are unplanned cons s in a GP surgery, out-of-hours primary care centre, primary care walk-n centre, child's home or Accident and Emergency department. Acute

consultations do NOT indude routine chronic disease monitoring visits, planned visits advised by a healthcare professional or visits done as part of a research study

(selectone) v

Date of consultation Reason for consultation

Bw [ x ]
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Medical Notes Review: Medical history of prescribed antibiotics

The final section of the medical history CRF asks for details of antibiotics prescribed in the 3 months prior to
study entry. The trial team can inform you of the specific date ranges required for each participant recruited
from your research site. Antibiotics are split into their types and then further into generic names, see example
for penicillin group of antibiotics below. You can enter as many records of prescription for each antibiotic

type as necessary by selecting ‘Add’ for each record, as shown below.

I PENICILLIN

(selectone) v P

Amoxicillin
Antibiotic prescribed? | YES j o
Date prescribed Dose Dose Units Number of doses / day Duration (days)
Bw o o ) X
Ampicillin
Antibiotic prescribed? (select one) v P8
Date prescribed Dose Dose Units Number of doses [ day Duration (days)
8w P o ) A |
Penicillin V
Antibiotic prescribed? (selectone) v P
Date prescribed Dose Dose Units Number of doses / day Duration (days)
Elw o o o »|E3
Other
Antibiotic prescribed? (selectone) v | P
Name P
Date prescribed Dose Dose Units Number of doses / day Duration (days)
[ P P ] L[ X ]

Any prescribed antibiotic not stated in this list can be entered under ‘Other antibiotics prescribed’, providing

the generic name in the space available, as shown below.

l OTHER ANTIBIOTICS PRESCRIBED

(selectone) v

Date prescribed Dose Dose Units Number of doses / day

Bw L] o o

Duration (days)

The generic names of antibiotics and their associated type for which detail of prescriptions are requested are

given in the table below.

Penicillin Penicillin/beta- | Cephalosporin Macrolide Quinolone Other antibiotics
lactamase inhibitor
Amoxicillin Co-amoxiclav Cefalexin Erythromycin Moxifloxacin | Space to provide up to four
further records of pre-
Ampicillin Other (please state Cefradine Clarithromycin | Ciprofloxacin | scribed anitbiotics not cov-
generic name) ered elsewhere, or for addi-
Penicillin V Other (please Other (please Other (please tional records

state generic

name)

state generic

name)

state generic

name)

Other (please state ge-

neric name)
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Medical Notes Review—Baseline Information

The first CRF of the Medical notes review to be completed after day 28 is simply to collect the dates of study
entry, the date of day 28 of the study schedule and whether consent has been given for follow up throat swabs.

We would like to know of any re-consultations and hospital admissions that have occurred between study en-

try and day 28 so please use these dates as a reference for the re-consultations and hospital admissions CRFs.

v CRF Header Info

BASELINE (0/3)

Title: MEDICAL NOTES REVIEW

Instructions:

ARCHIE MEDICAL NOTES REVIEW

To be completed for ALL ARCHIE trial participants

The information needed to complete this notes review form can be extracted from spedific sections of the medical record as detailed below

Notes review sections Section of medical record needed
Re-consultations, days 1 to 28 indusive Acute consultations in GP surgery, discharge summaries from
Interventions, days 1 to 28 indusive out of hours primary care centres, walk-in centres, Accident
Hospital admissions, days 1 to 28 indusive and Emergency and hospital relating to period from day 1 to
Death during period from days 1 to 28 indusive day 28 indusive

Active problems

Repeat medications

Immunisations

Acute consultations in GP surgery relating to period during 12
month period before study entry

Past medications from 3 months before study entry to day 28

Participant’s medical history

Information for research assistants

» To complete this notes review, you may ask the participant’s GP surgery to send printouts of theabove sections,
Printouts should be labelled with the participant’s ARCHIE ID number andpatient identifiable information should be removed.
» If you are completing the notes review by telephone, please complete the baseline information below before contacting the participant’s GP surgery.

Page: O mark crF complet= TN ECETINED

BASELINE INFORMATION

Date of I Cl P
study entry (day 1)
Date of day 28 Bm

Follow-up throat swabs

Consentgivenby (selectone) v ™ If YES, please remember to do an ADDITIONAL ARCHIE

parent/guardian for NOTES REVIEW for this participant after his/her last
follow-up throat follow-up throat swab has been taken
swabs?

[ Mark cRF complete ET NS ENCTINNND

Instructions are present at the top of each CRF within the notes review study event to help you complete each

form.

Once you have finished entering data for the Baseline Information CRF, select Mark CRF Complete then

Save to submit your entry to the database.

Please then proceed to complete the Re-consultations CRF of the Notes Review.
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Medical Notes Review: Re-consultations

The medical notes review CRFs are quite extensive and detailed. The entry screens are designed so that more
questions about the re-consultation become visible only if a positive ‘Yes’ response is given. The screens are
therefore much easier to follow and by the questions appearing dynamically in this way should prompt you to
provide as much information as possible with less chance of missing important details which would be re-
quested by a data query later on. If the participant had no re-consulatations then just select ‘No’ and the dy-

namic fields will not be visible and you can Mark CRF complete and Save the form without going any further.
I |

\ Page: o @
RE-CONSULTATIONS, days 1 to 28 inclusive
Definition of ‘re-consultations’: Re-consultation is defined as any subsequent visit to a primary care or other equivalent
ambulatory care setting within 28 days of entering the trial. Re-consultations do NOT include routine chronic disease monitoring visits,
planned visits advise thcare professional or visits done as part of a research study
RE-CONSULTATION EPISODE 1
Date q ﬁ Pe
Sameillness (selectone) v ™
episode for which
child was recruited

into ARCHIE?
New symptoms? (selectone)
New diagnoses? (selectone) w

INTERVENTIONS, days 1 to 28 inclusive

Any medications, (selectone) v 1 If YES, give further details below
investigations or
referral to
hospital?

Work through the questions regarding each re-consultation, providing as much information as possible.

o wr e

T U G O O T T T IO U Ty S OO C GUCT T VISrT 00O oy SO or U u 1e CYananc e
ambulatory care setting within 28 days of entering the trial. Re-consultations do NOT indude routine chronic disease monitoring visits,
planned visits advised by a healthcare professional or visits done as part of a research study

YES v P
RE-CONSULTATION EPISODE 1
Date o
e ee——
Same illne: n = IF YES, give reason (select one) -~ P
episode for which
child was recruited
into ARCHIE?
—

New symptoms’ ‘w;:

If YES, tick all that apply
E Runny noseblocked nose/rhinorrhoea/coryza/nasal congestion o

[l Sore throat/difficult or painful swallowing/inflamed pharynx or tonsils P

[l Earache/ear pain/otalgia/difficulty hearing/ ear discharge/red ear o

[ sinus pain/tenderness o

& Sputum/phlegm e

B Chest/shoulder pain Po

[F] wheeze ™

0 Dyspnoea/short of breath/difficulty in breathing fo
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Medical Notes Review: Re-consultations continued

In addition to the questions concerning new symptoms and diagnoses you will also be asked for details of any

medications, investigations or referrals to hospital.

INTERVENTIONS, days 1 to 28 inclusive
Any medication, [ YES ~| ) If YES, give further details below
investigations o}

referral to
hospital?

Antibiotics giveq?[YES = m

Generic name

& specify below

Dose

Dose Units

Number of | ] Duration
doses per day

ease spedify below

given
Drug 1
Generic name
Dose Dose Units
Number of ] Duration
doses per day
Drug 2
Generic name Yo
Dose o Dose Units
Number of P Duration
doses per day
Drug 3
Generic name o
Dose o Dose Units
Number of o Duration

doses per day

ChestXray (selectone) v ™ If YES, please specify date and result

Other (selectone) v P If VES, please give details below
investigations

Referral to hospital (selectone) v P
team/A+E for
acute admission?

¥ (days)

P (days)

 (days)

P (days)

Up to four re-consultation episodes can be entered on this CRF of the medical notes review. If you need to

record details of any additional re-consultation episodes then please use the Additional information CRF with-

in the notes review study event, see page 25 for details.

Date

Sameillness (selectone) v P
episode for which
child was recruited
into ARCHIE?

New symptoms? (selectone) v 1
New diagnoses? (selectone) v 1

INTERVENTIONS, days 1 to 28 inclusive

Any medications, (selectone) v ™ If VES, give further details below
investigations or

referral to
hospital?
R NSUL S(
Date Baw

Sameillness (selectone) v
episode for which
child was recruited
into ARCHIE?

Hew symptoms? (selectone) v

New diagnoses? (select one) v
INTERVENTIONS, days 1 to 28 inclusive

Any medications, (selectone) v P If YES, give further details beloy
investigations or

referral to

hospital?

Date

Once you have entered all data for re-consultations select ‘Mark CRF complete’ then ‘Save’ to submit your

entry to the database.
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Medical Notes Review: Hospital Admissions

The Hospital Admissions CRF works in much the same way as the Re-consultations CRF. More questions will
be asked if a ‘Yes’ response is provided, prompting you to provide as much detail as possible. As for re-
consultations, details for up to four hospital admissions can be provided. You will be asked to provide detail of
medications, investigations and admission to intensive care, if applicable. If the participant has not been admit-
ted to hospital select ‘N0’ then simply Mark CRF complete and Save.

Has the participant had any acute hospital admission episodes, when he or she has had to spend one or more nights in hospital?
' If YES, please give details below

Date admitted

Date discharged CE o

P8 If YES, please spedfy below

Generic name o Dose ]
Dose Units o Number of doses ]
per day
Route of Yo Duration P (days)

administration

Generic name ] Dose e

PP If YES, please specify below

Drugf1

Dose Units o Number of
doses per day

Route of ] Duration P8 (days)
administration
Drug 2
Generic name Po Dose
Dose Units o Number of
doses per day
Route of o Duration P (days)
administration
Drug 3
Generic name e Dose o
Dose Units ] Number of o

doses per day

Route of o Duration P8 (days)
administration

Investigations (selectone) v ™ If YES, please specify below
requested?

Admitted to (selectone) v ' If YES, please give details below
Intensive Care

Once you have entered all hospital admission data select ‘Mark CRF complete’ and ‘Save’ at the bottom of

the screen.

The next CRF in the notes review event is to record details of a death. This short section is self-explanatory

and completed in the same manner as the other CRFs.
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Medical Notes Review: Additional information

The final CRF comprising the Medical Notes Review study event provides space for you to record any addi-
tional relevant information that could not be captured elsewhere in the medical notes review CRFs. Please pro-
vide information to state which section of the notes review the information you are giving relates to, then state
the information in the ‘Additional information’ field. As many rows as necessary can be added by selecting the
‘Add’ button after each record.

Page: [C] Mark cRF complete

Page of notes review Section of notes review Additional information

[E] Mark cRE Complete _

Select to add as many . . . . .
y All sections here are free text with 256 character limit. Longer narratives can be split over as many

rows as required . . . .
q rows as necessary to provide as much information as possible

Additional Medical Notes review

If the participant consented to providing follow up swabs at 3 months, 6 months and 12 months the Addition-
al Notes review will also need to be conducted 12 months after study entry. This form captures details of the
antibiotics prescribed in the 12 months since study entry. The trial team will contact you when this review is

due with the requested time frame provided for each participant recruited at your research site.

The additional notes review online entry form takes the same format as the Medical history—Antibiotics sec-
tion of the medical notes review form and data should be entered in the same manner, as described on page
20.
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Editing entered data— ‘Reason for change’ discrepancy notes

It is possible to change data that has already been entered (by yourself or someone else) if, for example, you

realise after submitting the data that an error was made. Once a CRF is ‘Marked complete’ you will need to

follow this process to raise a ‘Reason for Change’ note to edit any previously entered data.

To edit previously entered data, go to the Subject Homepage, select the event for the CRF you wish to edit,

and then select the ‘“Administrative editing’ icon next to the CRF you wish to edit.

| Subject Matrix | Add Subject | Notes & Discrepancies | Tasks v Report Issue | Support i

Study Subject ID 000/1234
Study Event WEEK1
Location N/A o
Study Subject OID 55_0001234
Start Date 07-1ul-2014 o
End Date/Time o]
Subject Event Status data entry started
Last Updated by skelly (30-Jun-2014)
CRFs in this Study Event:
CRF Name Version Status Initial Data Entry Double Data Entry Actions
ARC25 DIARY DAY 1 v1.0 l{f" Fiﬂ
ARC30 DIARY DAY 2 v1.0 ';:’a B f:;’
ARC35DIARY DAY 3 v1.0 Ea B f;
ARC40 DIARY DAY 4 v10 '27‘ “ B
ARC45 DIARY DAY 5 v1.0 B e e .. . .. .
= Select Administrative Editing to view and
ARCS50 DIARY DAY 6 v10 E
ARG DAY DAY e edit data already entered for this CRF
ARC20 WEEK1 FOLLOW-UP v1i0 skelly nja

1 FOLLOW-UP v1.0 000/1234

v CRF Header Info

Enter the correct data in the data field. The e

field area will change to a yellow colour if data | e week 1 roow v |
Page: [ save W Bdt ] ‘

has been changed. To save the edited data you
will need to provide a Reason for change

WEEK 1 FOLLOW-UP
note. To do this, select the flag icon next to the
. uestions for participant’s parent/guardian - to be by i or
edited data. resed istant at week 1 ion (can be done from day 7 to day 10 inclusive)

Please remind parent/gua to return completed week 1 study diary by e-mail (with ARCHIE ID in subject line) or post

Date of 30-Jun-2014 L
study entry (day 1)
Date of [03-Jul-2014 C@

week 1 follow-up

epancy Note

"VISDAT" Properties:

Subject: 000/1234 Event: WEEKL . . . . .

EventDate:  07-Jul-2014 CRF:  ARC20 WEEK1 FOLLOW-UP In the dlscrepancy note WlndOW, provlde a brief explanatlon of Why the data

Current Value: 07-Jul-2014 More: Data Dictiona . . .
point was edited. Set type to ‘Reason for Change’ and Status to ‘Not Applicable’.
Click Submit and Close to submit the discrepancy note to the database.

Description:* Assessment date recorded incorrectly in original e -
To save the edited CRF select Save on the CRF entry screen.

Detailed Note: Assessment date recorded incorrectly in original

entry
Type:* Reason for Change []
Set to Status:* Not Applicable
Submit & Close
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Discrepancy Notes: Annotations

An Annotation can be added to any data field where you think relevant additional information exists but there
is no space to record this on the CRF entry screen. They can also be used as a method of communication be-
tween yourself and the data manager, to inform them, for example, that the requested data is unavailable for
the participant by giving a brief explanation to detail why e.g ‘Child refused’ or ‘Dosage not known’. Adding an
annotation in this way will prevent the data manager issuing data queries to you for information that is not
available. Annotations can be added at any time during initial entry or whilst editing entered data in the Admin-

istrative editing mode.

BASELINE (40/40)
Title: BASELINE ASSESSMENT FORM

| Page: & Save ) &

BASELINE ASSESSMENT FORM

CHILD’S BASELINE DETAILS

[¥] Please tick to confirm that child meets eligibility criteria AND parent/guardian has signed consent form o

Date of study entry 01-Jyl-2014 [ A Sex M v M
(day 1)
Date of birth 23-Mar-2009 [ Smoker(s) v@ )
householk
SMOKERYN
Received NO v M
this season’s Click to add a discrepancy
seasonal influenza note
vaccination?
Received NO .

last season’s
seasonal influenza
vaccination?

To add an annotation (any additional information) to any data point, select the flag icon next to the

relevant data point.

A Discrepancy note window will open where you can enter the relevant information.

"SMOKERYN" Properties:

Subject: 000/9876 Event: BASELINE
Event Date: 01-Jul-2014 CRF: ARC10 BASELINE
Current Value: 0 More:
Enter the additional information in the Description and Detailed
Description:* Parent stopped smoking 2 weeks ago Notes text fields then select type as Annotation
Detailed Note: Parent stopped smoking 2 weeks ago To save the annotation select Submit and Close, to return to

the main CRF entry screen.

If adding an annotation after initial entry (during administrative

Type @ editing) you do not need to save the CRF again after adding an

annotation; the annotation is saved once Submit and Close is

Set to Status:* Not Applicable . .
selected in the discrepancy note screen.
" Submit & Close | .
—_— If an annotation has been added to a data field, the flag next to

the data field will turn white.
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Discrepancy notes and Failed Validation Checks

After marking a CRF complete and saving the form in OpenClinica, rules (validations) will check that there are
no missing or inconsistent data points recorded. If a validation check picks up a data point which appears to
not conform to a rule, a message will appear at the top of the entry screen detailing the issue. In addition, the
discrepant data point will be highlighted in red to guide you. You are able to amend the entry at this stage if a
mistake was made during data entry. Select Save again to save the CRF after you have corrected an entry error.

In this case the failed validation check will not be saved to the system.

T been saved. See below for details.

There are issue(s) v

» [Based upon the date of birth recorded at baseline it would appear the
child is outside of the eligible age range for inclusion in the study (6
months to 12 years’

» [Ifis stated the child has an 'Other’ at risk problem but further detail to

tate the problem has not been provided]

BASELINE ASSESSMENT FORM

]

¥] please tick to confirm that child meets eligibility criteria AND parent/guardian has signed consent form

Date of study entfy 1 =) W Sex M [,

(day 1)

Date of birth 28-Sep-2001 [ Smoker(s)in NO - W
household

Received NOTKNOWN v P8
this season’s
seasonal influenza
vacdnation?
Received NOTKNOWN v P
last season’s

seasonal influenza
vacdnation?

] Respiratory ™

Neurological ™
[ Liver ™
w

V| cardiac

[ Renal ]

| Immunodeficiency L

ther (please state) Lo 3

If the data entered is correct as recorded then the Failed Validation Check will be submitted to the system
when you click Save. A data field with a failed validation check saved to it will have a red flag next to it. All
failed validation checks will be reviewed by the Clinical Data Manager who may contact you to help resolve the
issue. Further details of the query resolution process are given on page 29 onwards. A list of all validations are
given in the Appendix. These cover range checks, which require a value entered to lie within a specified range,

missing information where it is indicated the data is available, and checks for inconsistency.
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Resolution of Failed Validation Checks (FVCs) - Data queries

The Clinical Data Manager will review all Failed Validation Checks (queries) that have fired during data entry.
The Clinical Data Manager may close the query if no further action is required, or they may respond to the re-
search site to request, for example, a response to a missing data point or inconsistent data which may be re-

solved. An overview of the query resolution process is shown below.

Data entered to data-
base by research staff

\ 4

New Failed Validation
Checks (FVCs) submitted

for missing or inconsistent

data

Clinical Data Manager

P -
- - o

L RS
/Clinical Data Manager re- \
views response and closes FVCs requiring action sent
FVC if resolved. Further to research staff assigned to
clarification may be request- the user who entered the
ed if resolution not reached data, with status of
\ /

FVCs closed without need to

[All new FVCs reviewed by

/ \ contact site staff if no action is
Research staff reviews as- required or an explanation is
signed FVC, provides re- given within the CRF

sponse for missing data or

resolution for inconsistent
data, and updates status of
FVC to Resolution proposed

- /
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Query Resolution

If the Clinical Data Manager has decided that any FVCs raised during data entry require action or clarification,
these will be seen in ‘Notes and Discrepancies Assigned to Me’ from the subject matrix home screen visi-
ble when you log in to OpenClinica.

Welcome to ARCHIE ® Click here to view all Notes and Discrepancies assigned to you
@pmuu Assm@_/
Subject Matrix
Select An Event

m-m—mmm—

100/0011 = a 2 8 8 ‘ = -
100/0111 =) ] i i T = @ [ |
100/1111 = i [ Q |

Details of all assigned FVCs will be displayed in a list, with the Subject ID number, form name, variable name

and description of the query given.

Notes and Discrepancies ®
Query Failed Validation Check  Reason for Change  Annotation Total Select the View in record icon to go to the data entry
Updated w : - - : screen of the participant’s specified CRF
Resolution Proposed o - = = =
Closed |od
[Not Applicable o
Total - 1 - = 1
15[] | show vore ED 2}
ot St 0 e st 511 0oy Gpn| o= Snc pit e Event ety ame oy YoelDrpton g
bbradley

300/0033 Failed o Updated ARCHIE 8 0 BASELINE ARC10 RSKOTH 1 RR_ARC10_004 Brendan “

Validation BASELINE If is stated the Bradley

Check child hasan  (bbradley)

‘Other’ at risk
problem but
further detail to
state the
problem has
not been
provided

Results 1 - 1 of 1.

BASELINE ASSESSMENT FORM
New FVCs are shown with a red flag next to

CHILD'S BASELINE DETAILS . .
the data point. Leave these for review by the
[¥] Please tick to confirm that child meets eligibiity criteria AND parent/s Tonsent form ..
Clinical Data Manager.

Date of study entry 01-Oct-2014 C@) Sex M v P
(day 1)

Date of birth 28-Sep-2001 ae Smoker(s) in 'NO ]
household

Received NOTKNOWN v P
this season’s
seasonal influenza
vacdnation?

Received NOTKNOWN v P
last season’s
seasonal influenza
vacdination?

FVCs that have been reviewed by the Data

AT RISK CATEGORIES (please tick all that apply)

- Manager and require action are shown by an
[E] Respiratory

6] Newological ™ orange flag.
[ Liver ™
@ cardac ®
il Response requested for missing data
o

[ tmmunodefidency
[ other (please state Q//

ARCHIE Data Entry User Guide version 1.0 08Sep2014 30



Data Entry User Guide ARCH&E

OXFORD

Query resolution continued

Click on the orange flag next to the discrepant data point to open up the discrepancy note window, as shown
below. This opens in a new window so the CRF data entry screen is still visible. The discrepancy note window

details the validation message that caused the rule to fire, and the updated response message from the Clinical

Data Manager.

"RSKOTH" Properties:

Subject: 300/0033 Event: BASELINE
Event Date: 30-Jul-2014 CRF: ARC10 BASELINE
Current Value: 1 More:

RR_ARCIO_004 If is stated the child has an 'OthEI_" at risk problem but

further detail to state the problem has not been provided
Last Updated: 07-Aug-2014 by skelly

i 1o Becodan Bradicy (bbradisy) Rule name and validation message detailing the rea-

1D: 175 [ Type: Failed Validation Current Status: Updated # of Notes: 2 son Why an FVC was raised, status NeW

Check

1

RR_ARC10_004 If is stated the child hasan Status: New 30-Jul-2014 by skelly
‘Other’ at risk problem but further detail to

state the problem has not been provided

Missing data, response requested from Status: Updated 07-Aug-2014 by skelly
Assigned to: Brendan Bradley (bbradley)

status of Updated
[ Update tote ]

research site Response message from clinical data manager with

Missing data, response requested from research site

Audit Event Date/Time of Server User Value Type Old New
Item data value updated 30-Jul-2014 11:08:38 skelly RSKOTH 1

(This item was initially entered on 30-Jul-2014.)

Review the validation message (data query) from the data manager and the data entered, and then enter a re-

sponse for any missing data or update any current data points on the CRF entry screen.

If your response requires you to update a data point other than the one for which the validation fired, i.e. a da-
ta point other than the one with the orange flag, you will need to provide a Reason for Change discrepancy

note; see page 26 describing how to edit previously entered data.

If you only need to update the data point associated with the orange flag, an additional Reason for change note
is not needed. Once you have entered your updated data, select Propose Resolution in the discrepancy note
window.

If you do not need to amend any data entered as you confirm the data is recorded correctly, then please pro-
vide clarification of this when you Propose Resolution in the discrepancy note window. This will prevent the

data manager issuing a re-query if an explanation for missing or inconsistent data is provided.
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Query resolution continued

RCHAE

When Propose Resolution is selected, a further section of the discrepancy note window opens where you can

provide a brief explanation of the update made, or clarification to explain that the original data is correct as

recorded and no update needs to be made. Please note, while a maximum of 256 characters can be entered in

the Description field, the number of characters is not limited in the Detailed Note field.

"RSKOTH" Properties:

Subject: 300/0033 Event: BASELINE
Event Date: 30-Jul-2014 CRF: ARC10 BASELINE
Current Value: 1 More: ctiona

[ RR_ARC10_004 If is stated the child has an 'Other’ at risk problem but
further detail to state the problem has not been provided
Last Updated: 07-Aug-2014 by skelly
Assigned to: Brendan Bradley (bbradley) |

ID: 175 Type: Failed Validation Current Status: Updated # of Notes: 2
Check

RR_ARC10_004 If is stated the child hasan Status: New
'‘Other’ at risk problem but further detail to
state the problem has not been provided

30-Jul-2014 by skelly

Missing data, response requested from Status: Updated 07-Aug-2014 by skelly
research site Assigned to: Brendan Bradley (bbradley)

Missing data, response requested from research site

Respond below to Update/Resolve/Close this Discrepancy Note: (6] X |

Description: * Data entry missed in error, response now given

Detailed Note: Response given to state participant has sickle cell P Enter details of the update with a brief explanation.
disease hl

Set to Status:* Resolution Proposed =l < Status should be set to Resolution Proposed

Assign to User: Kelly, Sadie (skelly) E’

Email Assigned User: |

Audit Event Date/Time of Server User Value Type Old New

Item data value updated 30-Jul-2014 11:08:38 skelly RSKOTH 1

(This item was initially entered on 30-Jul-2014.)

Select Submit and Exit when complete

The main CRF entry screen will still be visible once you have closed the Discrepancy Note window. Once all

updates have been made, including any further Reason for Change notes if you have updated any other data

points, select Save on the CRF to save your changes to the database.

Al RISK CAIEGORILS (piease UK all that apply)

[ Resprratory ™
1 Neurological ™
[ Liver ™
¥ cardac ™
[ Renal ™
] tmmunodeficency ™
[¥] other (please 5ta® Sickle cell disease o

CURRENT INFLUENZA-LIKE ILLNESS EPISODE (as reported by parent/guardian)
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Once saved, a green flag now appears
to reflect the change in status to Reso-
lution Proposed. The clinical data
manager will review the response and
close down the query. In some cases a
re-query may be necessary. The same
procedure would be followed to resolve

these.
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