UK Meningitis Study

Improving the diagnosis of meningitis

CRF v2.0 Standard Operating Procedures

Please note that from 1°' May 2015 the UK Meningitis Study will be
using CRF v2.0 for newly enrolled patients.

The online CRF can be accessed through OpenClinica™ at:
https://openclinica.liv.ac.uk/UKMeningitisLive/

If you do not have a login for OpenClinica™ please contact the UK
Meningitis Team.

Please complete the CRF within 28 days of enrolment. Tcon Key

Statuses

If you have more than two CRFs incomplete for longer than
28 days we may consider pausing recruitment for your site
to allow you to complete CRFs.

Mot Started
Scheduled

Please do NOT mark the CRF as complete on the final Ef;iff

page, instead please email gregl@liv.ac.uk to notify us a

@ Stopped
CRF has been entered. e
Skipped
e Dates should be entered as DD-MMM-YYYY. Times should S
be entered as HH:MM in the 24 hour clock format. SREE
igned
¢ If a value is not available in patient records please enter e
UNK. Please use only when absolutely necessary. NA is no Locked
longer compatible with the CRF. Invalid
Actions
Contacts View
Edit
For clinical queries:
Fiona McaGill Remave
fmcqill@liv.ac.uk Rectore
0151 795 9606 _
Reassign
For OpenClinica™ queries: (L) Sign

Greg Gibson
gregl@liv.ac.uk
0151 795 9670
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Finding a Subject Record

From the home page, click into the Study Subject ID search box and enter the Subject ID

number you have been given.

UKMeningitis (UkMeringtis)

Change Study/Site

OpenClinica’

Cammumity Edition Home | Swbject Matrix | Moltes & Discrepancies | Study Audit Log | Tasks =

Mlerts & Messages  — |
Welcome to OpenClinica,
Greg Gibson. You last
logged in on
24-Mar-2015.

Welcome to UKMeningitis @

Notes & Discrepancies Assigned to Me: 0

subject Enrollment By Site

Report Issue | Support |-

greggibson [N Managar Log Out
—
)

Subject Envollment For Study

T T —— | S e p—
Instrections -1 UkMeningitis 14 so0 2%
[f needed you may chamge

Study Progress
the stucly/site or request udy Prog

Bccess i & new study with &

’ o schaduled available

Other Info - l data entry started 19 E signed o

Stiady: UkMerngitis completed 4 E ramoved 0
e 0

Start Date: 28-lan-2015
ockes 0 [C—

End Date: N/A kil -

e maped o [CE—

You will be taken directly to the subject’s record.

UKMeningitis (kMeningitis) | Change Study/Site

Subject Status Count

EEE T —
2 B 14

greggibson (Data Manager) en | Log Out

OpenClinica® |

Community Edition

Alerts & Messages 7
Instructions

Other Info -L

View Subject: 1250 ®

B Study Subject Record

Study: UKMeningitis BEvents

Page 1of 1 |
Start Date: 33-Tan-2015 ——

Event (Occurrence Start Date  Location Status
End Date: N/A

Schedule New Event

Actions CRFs (Name, Version, Status, Updated, Actions)

Number)
PE: Dr. Fiona McGl Enroiment 30-Mar-2015 completed enralment_form 001 v1.0 (B 304ar-2015 B
) (areggibsan)
Protocol Verification/IRB
Approval Date:
Tcon Key - L
EGroup

Creating a CRF

While in the subject’s record click ‘Schedule New Event’

AN

. N UKMeningitis (UKMeningitis) | Change Study/Site
OpenClinica
<

ty Edition

Home | Subject Matrix | Notes & Discrepancies | Study Auditlog | Tasks v

greggibson (Data Manager) en | Log Out

Alerts & Messages v

Instructions v

-L

View Subject: 1201 @

B5tudy Subject Record
BEvents

Other Info
Study: UkMeningitis

Page 1of 1

\

Start Date: 23-Jan-2015

Event (Dccurrence |Start Date  Location Status

Schedule Hew Event

) Actions| CRFs (Name, Version, Status, Updated, Actions)
End Date: /A Number)
PI: Dr. Fiona McGil Enrolment 30-Mar-2015 completed enralment_form_001 v 30-Mar-2015 =a
. (greggibson)
Protocol Verification/IRB
Approval Date:
Icon Key - L
BGroup
Statuses B Global Subject Record
Mot Started Go Back to Subject List
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You can then select the type of event — in this case ‘CRF (Repeating)'.

UKMeningitis (UKMeningitis) | Change Study/Site

greggibson (Data Manager) en | Log Out

OpenClinica’ |

Community Edition

Home | Subject Matrix | Notes & Discrepancies | Study Audit Log | Tasks v

Report Issue | Support

Alerts & Messages v

Instructions v

Other Info - L

Schedule Study Event for 1250 ®

*indicates required field,

Study: UKMeningitis
Start Date: 28-Jan-2015
End Date: NfA

PI: Dr. Fiona McGil

Protocol Verification/IRB

Approval Date:

Eprpilica Portal  Help

Study SubjectD: 1250
Study Event Definition: |} -Select- =l .
-Select-
. Enrolment (non-repeating)
StartDate/Tme: || onytee Enrolment (non-repeating) 1\ DAY Hem) = PO
End Date/Time: ‘ TMS (non-repeating}

ABNAS (Repsating) [
EQSD (Repeating)
SF35 (Repeating)
HIT (Repeating)

. Economics (non-repeating)

‘Y Withdrawal (non-repeating)
@ Schedule Another Event: {d Adverse Event (non-repeating)
& Schedule Another Event: (4 Control ABMAS (non-repeatingy
@ Schedule Another Event: (oponal)

Proceed to Enter Data

cable.

Schedule Another Event:

© 2004-2011 OpenClinica, LLC and collaborators. The OpenClinica software for dinical research
Wided AS IS, without warranty. Licensed under LGPLv2. 1, you can redistribute it and/or modify it under the terms

ﬁngérﬁgﬁglnﬁgﬂgﬁ&ﬁHﬂE Ligense version 2.1as published by the Free Software Foundation. OpenClinica is a

Then click the pencil (edit button) to start entering data

VeEaRmity?

OpenClinica Community

OpenClinica’

Community Edition

UKMeningitis (UKMeningitis) | Change Study/Site

Alerts & Messages

The study event with
definition 'CRF' and

Enter or Validate Data for CRFs in CRF ®

subject '1250' was
created successfully. Edit Study Event
Study Subject ID 1250
Study Event CRF
Location NfA L.
| | study subject o0 S5_1250
Study Events - L
Start Date 30-Mar-2015 ™
Study Events: (2)
End Date/Time P
BEnrolment
i Subject Event Status scheduled
tatus: scheduied Last Updated by 0

ulke_

. 001 CRFs in this Study Event:

UKMeningitis (UkMeningitis) | Change Study/Site

CRF Name Version  Status Initial Data Entry  Double Data Entry

V29 -

uk_meningitis_001

View this Subject’s Record

Workflow -

Study Event

overview | = ‘ Data Entry |\_\ ‘ Mark Event CRF Complete ‘

Editing CRFs

greggibson (Data Manager) en | Log Out

To edit a CRF follow the steps for Finding a Record and click the edit button next to the

greggibson (Dats Manager) en | Log Out

OpenClinica’ |

Community Edition

Home | Subject Matrix | Notes & Discrepancies | Study AuditLog | Tasks =

Alerts & Messages v
Instructions v
Other Info - |_
Study: UKMeningitis

Start Date: 28-Jan-2015
End Date: N/A

PI: Dr. Fiona McGill

Protocol Verification /IRB
Approval Date:

Tcon Key

-L
Statuses

Not Started

View Subject: 1250 ®

Study Subject Record
BEvents

Page 1of 1

J

Schedule New Event

Event (Occurrence Start Date Location Status |Actions CRFs (Name, Version, Status, Updated, Actions)

Number})
Enrolment 304Mar-2015 completed enrolment_form_001 V1.0 B} 30-Mar-2015 [ x ]
] {aregaibson)
CrF 30-Mar-2015 data uk_meningitis_001 V2.9
entry
started

If a subject is readmitted to hospital and has an LP please create a second CRF. You
can do this by repeating the steps for Creating a CRF above.
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Entering data into the CRF

Please see below some common errors/notes to be aware of.

History

Date of onset of symptoms should be before or on
the date of admission. If it is not recorded from the
notes please use the longest duration as an
indication e.qg. if longest duration is 48 hours (2 days)
and date of admission is 30" March 2015, please
use 28" March 2015 as date of onset.

: Date of admission should be earliest date recorded
- - for admission — including time of entry to A&E if
patient attended A&E before admission to hospital.

Tew T /Please record duration for all present symptoms.
“om on Record as a whole number without the word hours, if
o . not in notes please work out from date of onset/other
symptoms.

Further History

Further...(5/16) ~Sekctioume— x| f you are able to get
Title: Further History vaccination history from the
patient's GP/notes then

Page: .
please enter this here.

Has the patient received any of the following vaccinations?

Vaccination If yes when If there is no information
available or the patient had
no vaccinations leave the
dropdown option as ‘(please
select) and move on to the
next question (leave ‘If yes
when’ box blank).

: (please select) | PO P (year)

Travel History
Has the patient travelled to any of the following places in the last 12 months?

India Yes = o
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Blood Cultures

If blood cultures were not taken enter ‘No’ and -
skip to the Blood PCR section (enter ‘Not T .
Done’ for each). Do NOT complete anything ionr 01 ™ o

else or this will cause a Failed Validation

Check.

If blood culture is negative please enter ‘No’
for ‘Was blood culture positive’ and skip down
to the Blood PCR section.

Please do not enter anything into the blood
culture positive box if the blood cultures were '
not taken.

If the LP was not done please complete the following:

Did the patient have an LP? No

Please give reason

Tick Not Done for Opening Pressure

Enter UNK for white & red blood cells / .
Enter UNK for Protein ——————  ——— .

Select unknown for CSF culture result ———m8 —

If the LP was completed, please enter as
normal.
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Treatment

If the patient was admitted via A&E and you have recorded this as their admission date and
time, please record any treatment given to the patient in A&E as pre-admission
antimicrobials on the treatment page and select A&E as the prescriber.

Other Treatment

Please note you will have to scroll across to complete all sections of the chart.

Substudies

Please make sure that the consented question at the top of the substudies matches the
answer given to point 8 on the consent form, regardless of whether samples were taken.

Substud...(3/24) — Select to Jump — [=]

Title: Substudies
Page:

Substudies 6.9.3, 6.9.4 and 6.9.5.
Has the patient consented to having extra sample of blood [CSF taken for research

Consented? @ yeg ]
No

unknown

If the patient was consented to the study after discharge please make a note that no extra
samples were taken as patient was consented by post in the comments box at the bottom of

the substudies section.

Completing a CRF

Once you reach the final page of the CRF please either save or exit.

Please do not select anything from the drop down list and do not tick the box ‘Mark CRF
Complete’.

Once you have done this please email a member of the UK Meningitis Study team to let
them know the CRF has been completed for this subject.

Approval (0/1) — Select to Jump — El

Title: Approval

Page: Aark CRF Complete
Electronic CRFs should ONLY be marked complete by members of Brain Infections UK Staff
This CRF has been | (pleasesttest | |~ [P
completed by

lark CRF Complete
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Failed Validation Check

If incorrect or conflicting data is entered onto OpenClinica™ then the system will highlight
the problem with a note in red at the top of the page and red exclamation marks at the side
of the area that the problem has occurred, this is called a ‘Failed Validation Check’.

If you correct the issue and save you can continue to enter data. If you don’t correct the
issue and save again a ‘Failed Validation Check’ will be created — which will then need to be
resolved by the UK Meningitis team.

If you repeatedly have a problem with failed validation checks, please contact the study team
ASAP.

If you cannot correct the issue due to missing data then you can enter UNK and create a
discrepancy note (see later section) to explain why the data is missing.

Below are some examples of failed validation checks and how these can be corrected.

Title: CSF PCR Results

e If you don’t enter a question with an orange
asterisk next to it * and go to save
OpenClinica™ will flag the question. Please
complete the question and save again.

oot st PTagaca0 s - Data has been missed from the durations of
oo @ s " - these symptoms.
M et i *|n this case enter the number of hours (as a
et . | m— number only e.g. 24) for each present

symptom and then save.
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Mere are issue(s) with your submission. The data has ROT been saved. See below for details
» [GCS must be between 3 and 15]
= = tcamma_o| » S (=]

Title: Examination

Instructions: Please record findings of admssion examinatian (If something is not recorded pieas ok Not Done).

page: Y
SRR GCS can only be between 3 and 15 so the system
. has flagged a number that is too high. Correct the
U data and save.
@ ves L]

"
L.
P foc)

e ]

Creating a Discrepancy Note

Click the flag next to the data box you are raising a query for and a new window will open

Blood R.(10/12) | Bload » | = Select o Jump ]
Title: Blood Results
Page: [ save N bat |
<< [ONK »
Neuts 12 ™ wee
Click to add & decrepancy
Limehs 1.1 | note
Platelets 123 (]
ll A | (g
¥ crp < 1omgp. ™ OR CRP ™ (mgL)
v
Procalitoni g o (g i)
Sodum 45 S (ol
T 14 1 (seconds) OR - -
AT 46 P (seconds)

“woc” Froperties:

Please enter the reason why the discrepancy has been

raised (in this case white cell count is unknown) in the e mrcbams ok et o
description and give any further details in the detailed e ——

note.

Leave type as annotation

Set status to not applicable
When complete please click Submit. The window will
close and you can continue entry as normal. e —

Hot Apphcable
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Responding to Data Queries

To access data queries that have been assigned to you, click on Notes & Discrepancies
Assigned to Me on the front page.

UKMeningitis (UkMeningitis) | Change Study/Site greggibson (Data Manager) en | Log Out

OpenClinica Report e | Suppert. STTETI T (&) |

Community Edition

home | Subject Matrix | Notes & Discrepancies | Study Auditlog | Tasks v

Alerts & Messages
Instructions -1

Ifneeded you may change
the study/site or request

access to a new study with a Subject Enrollment By Site Subject Enrollment For Study
different role.
St ot trmet e e e
Other Info - L UKMeningitis 16 500
Study: UkMeningitis
Study Progress Subject Status Count
End Date: N/A scheduled 2 available 16
[ ot ety strtsd 20 signed 0
completed 3 removed 0 0%
Protocol Verification/IRB
JR— sned 0
focked 0
[E—— 0
Tcon Key - L =
stopped 0 0%
Statuses

You will be taken to a list of all queries. To respond click the view button (magnifying glass)

next to the query.

UKMeningitis (UkKMeningitis) | Change Study/Site greggibson (Data Manager) en |\og Out

OpenClinica’ |

Community Edition

Home | Subject Matrix | MNotes & Discrepancies | Study AuditlLog | Tasks = ReportIssue | Support TR anl r&:\

Alerts & Messages

Instructions -1
The table lists discrepancy
notes that have been created
for a given study/site and by
default displays the oldest
items first. Sort or filter
using the column headers. To
view or update the note,
please select the "View” or
"View within record” action
icons. .

Other Info - |_
Study: UKMeningitis

Start Date: 28-Jan-2015

Notes and Discrepancies ®

BEHide summary statistics

Query Failed Validation Check  Reason for Change  Annotation Total
New LY - - - 1
Updated - - - - -
Resolution Proposed | - — — — —
(Closed L I - - - -
[Not Applicable - - - - -
[Total 1 — - -~ 1

15 [ | show More (I
St s 0 e o s s T ——r

Assigned Use.-| Actions
\Pply Filter

End Date: NjA greggibson
P: Dr. Fiona McGil 1234 Query ™ New UKMeningitis 0 i CRF uk_meningitis_001 woc 14.0 Why is Greg Gibson
WCC (gregagibson)
Protocol Verification/IRB 14.0?
Approval Date: Results 1 - 1 of 1.
Worlkflow - ‘
Manage Study ‘ I_‘\ ‘ Notes and Discrepancies
wcc: Notes and Discrepancies
"woc” Properties: |
Subject: 1234 Event: CRF
The query will appear here EventDate:  26-Feb-2015 CRF:  uk_meningitis_001
Current Value: 14.0 More: Data Dictionary
Audit History
. Note Details
To respond click update note
= Why is WCC 14.0? Last updated: 30-Mar-2015 by greggibson
Assigned to:  Greg Gibson (greggibson)
ID: 41 | Type: Query | Current Status: New | # of Notes: 1
Why is WCC 14.07 Status: New 30-Mar-2015 by greggibson
Assigned to: Greg Gibson (greggibson)
—_————

Begin New Thread

Audit History
Audit Event Date/Time of Server User Value Type Old  New
Item data value updated 30Mar-2015 12:22:00 greggibson WOC 14.0

(This item was initially entered on 26-Feb-2015.)

UK Meningitis SOP for CRF (v2.0) Version 3.1 28/04/2015 Page 9 of 9



wcc: Notes and Discrepancies
"wecc” Properties:

Subject: 1234 Event: CRF

EventDate: 26-Feb-2015 CRF:  wk_meningitis_001
Current Value:  14.0 More: Dal nary

Note Details

You can answer the query here

= Why is WCC 14.0?

Last updated: 30-Mar-2015 by greggibson
Assigned to: Greg Gibson (greggibson)

ID: 41 | Type: Query

| Current Status: New | # of Notes: 1

‘Why is WCC 14.07 Status: New 30-Mar-2015 by greggl

Respond below to Update/Resolve [Close this Discrepancy Note:

Assigned to: Greg Gibson

ess  Set status as updated

Assign the note to the person who
raised the query

Submit & Exit when done.

Description: ¥ See below

Detailed Mote: This is my answer

Set to Status: {Updated x|
Assign to User: Gibson, Greg (greggibson) IE‘

Email Assigned User: =

Beain Hew Thread

For clinical queries:

Fiona McGill
fmcgill@liv.ac.uk
0151 795 9606

UK Meningitis SOP for CRF (v2.0)

[ submit ___J  Submit&Exit ]

Thank you for completing the CRF.

For OpenClinica™ queries:
Greg Gibson
gregl@liv.ac.uk

0151 795 9670
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