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Online data entry

You must complete a paper form (entry/outcome) before

you enter any data online

» Online data entry allows you to enter your data directly to the trial database
» All data forms entered will be acknowledged by email

» If you wish to practise before attempting your first entry, please email
crash.data@Lshtm.ac.uk for access to the practice database

» Automatic checks in the database will identify data errors / missing data
» Forms can be corrected before saving

» All of your data can be viewed by logging in

» Data queries can be viewed and answered online

» You should change your password and PIN as soon as you receive them



Password / PIN

. .
> On“ne database IS held Oon a secure Patients Welcome to the Crash 3 trial

Tranexamit df tht tmetf nificant traumatic
d double IJ\ d

server with encryption ) [ CRAS
. . 10 patients randomised to date.
» Log in — click on Change password on the Gl tndomston of

Qutcome forms overdue Antifibrinalytic In Significant Head Injury ‘
welcome screen

» Change your password and PIN regularly

he (ID 118)

Change password

You can update your password and/or your PIN here.

Confirm your current password: ~~ sessessseses

4 Change your password

New passwort d: sesssssssssss

. Confirm password: ™ seessssssssse

Keep your access details secure

— do not share with anyone

If you forget your password or PIN

email crash.data@Ishtm.ac.uk _
@ &D




Security

» Each team member with delegated responsibility to enter data must have their
own unique username, password and PIN — DO NOT share your details

» Only the Pl may request database access for team members

» Data will be logged against the name of the person entering

Please log in

Email address:

Password:

To log in you must enter your registered email address, password and
PIN.

[

gyl

Please ensure all information below is
contained in the medical records.

=< return to patient

The database will close down if inactive for

15—-20 minutes — you will lose any unsaved
forms and will need to log in again




Entering data online

> Go to ctud.Lshtm.ac.uk/crash3 Please log in o

To leg in you must enter your registered email address, password and
PIN.

» Enter the log-in details sent to you by the TCC

...

PIN:

Email address: john.doe@blurb.ac.uk

» With the links on the left of the Welcome

screen you can:
O add and view randomised patients
O answer queries
O change password

Home | Logout John Doe (ID 118)

atients Welcome to the Crash 3 trial
Queries Tranexamic acid for the treatment of significant traumatic brain injury: an
Chiaige: passwond international randomised, double blind placebo controlled trial.

6 patients randomised to date. ‘ RA ;

Outcome forms overdue Clinical Randomisation of an
Antifibrinolytic In Significant Head Injury ‘

Patients with an overdue outcome form (more than 4 weeks since randomisation).

= 3011-32




Online entry form

Home | Logout John Doe (ID 118)

Click on Patients on the Welcome screen left — m—
hand menu to reveal a new link € Patient © ratin

Change password
Number Box Pack Site Country

» blank entry form opens s a1
> Complete a” fields 6 3011 32 Test Hospital Maria United Kingdom

» click Save form
Entry Form Questions can be

Please ensure all information below is contained in the medical records. ®,
** Yes or No

<< return to patient

Test Hospital Maria United Kingdom

¢ Date and time
¢ Specific data (eg SBP)

2. Hospital code (in your study file) 5: Test Hospital MariaE|

+¢ Choice of options from a drop-down list
¢ Automatic error checking will inform
about out-of-range or incorrect data

8a. Systolic Blood Pressure @ Recorded

@ Too low to be recorded
3. Patient’s initials © Missing

8b. If recorded, enter value (most recent 70

4. Patient hospital ID measurement prior to randomisation) mmHg. Number (up to 3 digits)
5. Age (approximate if unknown)
9. Glasgow Coma Score (hzlp)

9a. Eye Opening 2 To Pain E|
6. Sex
9b. Motor response 3 Abnormal flexion |Z|
9c. Verbal response Choose... E|
Choose...
10. This GCS is 5 Orientated

About the injury and patient’s cond| 4 Confused Speech

11. Pupil reaction

12. Any significant extracranial & Yes
bleeding? (heip) ® No




Completing

» Missing/incorrect data will be
flagged in red

» Please fill in or correct the data
as required and Save again

the entry form

9. Glasgow Coma Score (help)

9a. Eye Opening 3 To Sound E|
9b. Motor response 5 Localising E
9c. Verbal response x|

10. This GCS is

‘0! pefore intubation/sedatM
@  After intubation/sedatio

This field is reguired.

11. Pupil reaction One Reacts [+]

e =

Message from webpage

==

_l.'_}. already taken place complete this form and inform TCC

This patient is not eligible - do not randomise. If randomisation has

If the alert message states the patient is

not eligible and you have already

randomised the patient, please COMPLETE

the on-line form and inform TCC.



Correcting the entry form

> When a” f|e|ds completed C||Ck on Randomisation information

15. Eligible? Yes
Save fo rm 15A. If no, reason why not eligible
16. Consent process used for entry used? Waiver

17. Insert treatment pack number here

> Check data against the original

PACK 33
pa pe r fo rm 18. Date of randomisation 10/01/2012

19. Time of randomisation 09:46

20. Name of person randomising John Doe

» If errors found, do not click on
Confirm save Other

Notes

» Click on the <-- Back button — form
opens for editing

1 Investigator’'s declarati |

By entering my PIN below, I declare that the information presented in this Case Record Form accurately reflects the
B E FO R E C LI CKI N G Confi rm save if medical records, including the results of tests and evaluations performed on the dates specified.*
Name of person completing form John Doe (ID 118)

you see an error eg time of

PIN

randomisation should be 19:46, use [contim s2ve |)

the <-- Back button to open the =)

form for editing.



Saving the entry form

When form is complete and correct you will be prompted to sign the declaration

» scroll to bottom of form and enter your unique PIN

> click Confirm save

» data form will be entered directly into the trial database

pe (ID 118)

Entry Form

Review and sign

below to save the form.

- About your hospital

2. Hospital code (in your study file)

3. Patient's initials
4, Patient hospital ID

5. Age (approximate if unknown)

6. Sex

Please ensure all information below is contained in the medical records.

This form has not yet been saved. Please complete the declaration

5: Test Hospital Maria

MN
456320
34

Male

~{ Investigator's declaration |

By entering my PIN below, I declare that the information presented in this Case
Record Form accurately reflects the medical records, including the results of tests and
evaluations performed on the dates specified.*

Name of person completing form  John Doe (ID 118)

Date 11 Jun 2012

P ssee

Confirm save




Logging out

e (ID 118)

Entry Form

Code 3011-33 | Test Hospital Maria (Site #5), United Kingdom

Pleaggsngure all information below is contained in the medical records.

» The saved form is shown on screen
» Click on < < return to patient to exit the form
» To enter more forms click on ¢ Patient

» To exit, click on Logout — this closes the database

Z N
Hom: | Logout Jo in Doe (ID 118)

S ”
Patients Welcome to the Crash 3 trial
Queries

Tranexamic acid for the treatment of significant traumatic
brain injury: an international randomised, double blind

Change password placebo controlled trial. ( : R ﬁ f ;
10 patients randomised to date.

Clinical Randomisation of an
Outcome forms overdue Antifibrinolytic In Significant Head Injury ‘

Patients with an overdue outcome form {(more than 4 weeks since randomisation).

Logged out

Thank you. You are now logged out. Click here to log in again.




Online outcome form

» Outcome form can be added as soon as the patient
has been entered in the database

» Click on Patients to show a list of all the patients
entered for your hospital

Home | Logout John Doe (ID 118)

@ Patients

Quenies © Patient

Change password
Number Box Pack Site Country
5 3011 31 Test Hospital Maria United Kingdom
6 3011 32 Test Hospital Maria United Kingdom




Adding an outcome form

» Click on the Box/pack number where you want to add
an outcome form

» Click Add an outcome form

Patients o
Patient details
& Patient
. Number 5]
Number Box Pack Site Country
e i Unite Box-pack 3011-32
s 2011 a1 T St. Hospital Jlmt d . p:
Maria Kingdom : S :
E—— Ty Site Test Hospital Maria (Site #5), United
6 3011 32 oo noseha e Kingdom
Maria Kingdom
i i : : Source of .
- 20 t Hospital United p online
Maria Kingdom ata
Patient
initials
Gender Male
Queries
CRFs
Entry form View
Outcome form
View log entries for this patient




Completing the outcome form

3.4c. Pain/Discomfort None E|
3.4d. Anxiety None Iz‘
5. Agtton/Agoression one 5] » Complete the outcome form and press Save form
3.4f. Fatigue E:od:sr:.tle. B2
Exreme. » You will be prompted for any missing or incorrect data

4. Management

4a. Days in Intensive Care Unit 4

6f. Sepsis ©  Yes

(if no ICU or not admitted to ICU, write '0' here This field is required.

A\ 4

4b. Type of neurosurgical 6g. Seizure & Yes
operation @ MNo
#bi- Hoematoma evacuation :o: ves 6h. Gastro intestinal bleeding ® Yes
o @ No
4bii. Other @ Yes
@ No

4c. Blood loss during neurosurgical 250

operation B R :
Estimated volume, ml. Number (up to 4 digits) OUtCDn]e FOljll Code 3011-34 | Test Hospital Maria (Site #5), United Kingdom

Complete at discharge from the
randomising hospital, death in hospital or 28 days after injury, whichever occurs first

<« return to patient
Some errors occurred!
5a. Loading dose given @ ‘Yes ‘& 3.2ai. Date of dote of discharge: "7 Jun 2012’ is not between "132 Feb 2012 and '12

@ nNo Mar 2012°, inclusively

5b. Maintenance dose given @ Yes

Questions can be
** Yes or No
+* Date and time

+» Specific data (eg days in ICU)
+¢* Choice of options from a drop-down list
¢ Automatic error checking will inform about out-of-range or incorrect data




Correcting the outcome form

» When all fields completed click on Save form

» Review the data by checking against the original paper form

» If errors found, do not click on Confirm save

» Click on the <-- Back button — form opens for editing

-I Investigator's declaration |

By entering my PIN below, I declare that the information presented in this Case
Record Form accurately reflects the medical records, including the results of tests and
evaluations performed on the dates specified.™

Name of person completing form  John Doe (ID 118)

Date 11 Junm 2012

PIN sase

Confirm save




Saving the outcome form

When the form is complete and correct you will be prompted to sign the

declaration:

» scroll to bottom of form and enter your unique PIN

> click Confirm save

» form will be entered directly into the trial database and further edits can only
be done by TCC

Outcome Form

Complete at discharge from the randomising

whichever occurs first
Review and sign
declaration below to save the form.

2. Patient -

: ¢) Patient's initials

hospital, death in hospital or 28 days after injury,

This form has not yet been saved. Please complete the

PM

Code 3011-31 | Test Hospital Maria (Site #5), United Kingdom

~| Investigator’s declaration I

By entering my PIN below, I declare that the information presented in this Case
Record Form accurately reflects the medical records, including the results of tests and
evaluations performed on the dates specified.™

Name of person completing form  John Doe (ID 118)




Logging out

> The Saved form is Shown oh screen Home | Logout John Doe (ID 118)

Patients Outcome Form

Code 3011-31 | Test Hospital Maria (Site #5), United Kingdo!
Queries

Complete at discharge from the randomising

» Click on < < return to patient I — “ o 20 dys er iy, v acs s
tO exit the form This form was created on 12 Jun 2012 14:21 by John Doe (ID 118)

2. Patient

» To exit, click on Logout s "
— this closes the database

3.1 Death in hospital

; 3.1a. Date of death
: 3.1b. Time of death
: 3.1c. Primary cause of death

. 3.1dl. Describe here - ONLY ONE cause -
. of death should be entered

Home | Logout Joi n Doe (ID 118)

S
Patients Welcome to the Crash 3 trial
Queries

Tranexamic acid for the treatment of significant traumatic
brain injury: an international randomised, double blind

Change password placebo controlled trial. ( : R Q f i
10 patients randomised to date.

Clinical Randomisation of an
Outcome forms overdue Antifibrinalytic in Significant Head Injury ‘

Patients with an overdue outcome form (more than 4 weeks since randomisation).




Data queries

» If we create a query you will receive an automatic email alert

» Click on the link inside the email, log in and you will be directed to the query

From: v| [Crash3 Trial cc: |

To: [Doe_John BC: |

Subject [[CRASH 3] Query created for 3011-31: Qdg; High volume biood loss

[Segoe Ul o ] Bv|B 7 U|priEEEEsEs -2 @@

A query "Q4c: High volume blood loss" has been created by Lin Barnetson (ID 104). The message is: b

Please could you check your records as this seems a rather high volume of blood loss for a typical TBL

case with intracranial bleeding. You can add a message to this query or reply via email.
Many thanks.

You can view the query here:

https://ctud.Ishtm.ac.uk/crash3/query/view/4

Mote, this message was auto-generated on Tues 12 Jun 2012 15:20 Europe/Landon (GMT + UOUUJ|

Queries

ID Title Status Patient

Test Hospital Maria

5 04c: High volume blood loss reported Open an11-31

6 Qdc- blac-jlrﬁﬁ_-md_rm_uﬂm_'iirgical operation Open  3011-32
: Q4 Patient I'I.IrIEE.r details of query

Closed 3011-31

Pd




Answering queries

» Click on the query title or select Edit

N

Query ID 5: 3011-31: [Edit]
Q4c: High volume blood lossl[E
reported

Current status: Open

> CI|Ck on eAdd message 'g;{lg query relates to the Main Qutcome form

View patient

Please could you check the patient record as this is a high volume blood loss for a Messages

typical TBI case with intracranial bleeding. You can ad a message to this query or Action: Open. Lin Barnetson (ID 104) on 12 Jun
send the information via email. Many thanks.

— 2012 at 02:50:56 FM
<\° £dd messaqe D Pleaze could you check the patient record as this iz

] rlAdd R o queryL a high 1.-'-:r_lum'.a- blqod loss for a typical TEI case wi‘_ch
This query o=t F intracranial bleeding. You can ad a message to this
query or send the information via email.

Many thanks.

» Enter your response to the query

Please could you check the patient record as this is a high volume blood loss for a

H typical TBI case with intracranial bleeding. You can ad a message to this query or
and click on Add message

send the information via email. Many thanks.

Message

This was a data entry error - please change i
2500mL to 250mL.

Thank you.

Gtmesse )
 —




Closing queries

» Only TCC can close a query

» As soon as you add a response an email alert will go to TCC and to your account
» If TCC require further information they will add a message

» If the query is resolved TCC will close the query

Queries o, |
Query ID 5: 3011-31: & [Edit]

ID Title Status Patient Q4c: High volume blood loss
reported

Current status: Closed

Test Hospital Maria

Q4c - blood loss during neurosurgical Open 2011-32

operation This query relates to the Main Outcome form
2 (4 Patient hospital ID number Closed 3011-31 CRF
5  Q4c: High volume blood loss reported  Closed 3011-31 View patient
Messages

Action: Open. Lin Barnetson (ID 104) on 12 Jun
2012 at 02:50:56 PM

Please could you check the patient record as this is
a high volume blood loss for a typical TBI case with
intracranial bleeding. You can ad a message to this
query or send the information via email.

Many thanks.

Action: None. John Doe (ID 118) on 12 Jun
2012 at 04:58:12 PM

Apologies - this was a data input error. Please
change 2500mL to 250mL.
Thank you

Action: Close. Lin Barnetson (ID 104) on 13 Jun
2012 at 11:22:20 AM

Correction to estimated blood loss has been made.
Mo further action required.
Thank you.




Managing data queries

» You can see which patients have open queries at any time by logging in
and selecting Patients

» Patient records with open queries are marked with a yellow flag

Patients Queries
&) Patient
ID Title Status Patient
Number Box Pack Site Country
Test Hospital Maria
5 3011 31 Test Hospital Maria United Kingdom
) ) ) ) & Q4c - blood loss during neurosurgical operation Open 3011-32
& 3 Test Hospital Maria United Kingdom : |
2 Q4 Patient hospital ID number Closed 3011-31
7 3011 33 Test Hospital Maria United Kingdom % C ° :
PR, P Q4c: High volume blood loss reported Closed 32011-31
3011 34 est Hospital Maria United Kingdom - -

» Click on the box/pack number and edit the query by adding a response
message

» Email alerts will automatically go to TCC and to your account stating that
the query has been updated

» When TCC closes the query the flag will disappear from the record and
the query will be listed as Closed




Viewing queries

» Log in and select Queries from the left
hand menu

» All open and closed queries will be
listed

» You may add responses to the open
queries to resolve them and you may
add messages to the closed queries if
you have further information

» Contact crash.data@Lshtm.ac.uk if you
have any data related questions

Patients
Queries

Change password

Query ID 5: 3011-31: Q4c: e 2011 ——
High volume blood loss codeSOILSL | Test Hospital M

reported

Current status: Closed

|

<< return to patient

<< return to query

Please could you check the patient record as this is a high volume blood loss for a
typical TBI case with intracranial bleeding. You can ad a message to this query or
send the information via email. Many thanks.

Apologies - this was a data input error. Please change 2500mL to 250mL. Thank
you

Correction to estimated blood loss has been made. No further action required.
Thank you.

There was an error in our earlier message - the estimated volume blood loss was
200mL not 250mL. Please effect the correction.

© Add message

This query relates to the following CRF:

Outcome Form

Complete at discharge from the randomising
hospital, death in hospital or 28 days after injury, whichever occurs first

<= return to patient
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