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1. Purpose of this document

The purpose of this document is to give an overview of the electronic Case Report Form (eCRF)
online database system for the CHIP-BCIS3 trial.
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2. Accessing the system

Access to the CHIP-BCIS3 eCRF system is via https://www.sealedenvelope.com/access/ and users
must log in with their email address and password before access is granted (see figure 1).

Note: the screenshots shown below are taken from the test site which uses dummy data.

Figure 1:

Access

Please log in

Login

There are two types of user accounts relevant to this WPD:

e Investigator accounts — these users can view patient records, complete data entry and edit
data for patients at their own centre. Although they are labelled ‘Investigator’ accounts, this
can be any site staff personnel delegated to use the eCRF system (e.g. research nurses, data
entry staff, or clinicians).

e Administrator accounts (CHIP-BCIS3 staff at LSHTM CTU only) — an administrator has full
access to all areas of the eCRF, including:

o All patient records

Queries

Reports

Downloading eCRF data

User accounts

Audit trail

o O O O O

If a user does not have an account, or provides an incorrect password they will not be allowed
access. Investigator accounts will be set up by a member of the LSHTM (London School of Hygiene
and Tropical Medicine) CTU (Clinical Trials Unit) team. This will only occur once the appropriate
training has taken place and the training and delegation logs have been signed. The training consists
of reading the eCRF WPD.

After logging in the user will see Figure 2 (the “Access" page) and this will show a message that reads
‘You have an invitation’. The user should click on this link and subsequently accept the invitation,
this will add the trial to their access page.
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Figure 2:

Trials

These are the trial applications you have access to. Some of these applications may exist in different environments, and you should take care to pick the correct one. Live systems are for real use in your study. The test envirenment is for testing applications - please con't enter real
data in this environment.

€2 You have an invitation
Welcome 1o Sealed Envelope! Please remember the password you just entered so you ¢an log in again in the future. Your account was created by Faran Dhaliwal (farandeep.dhaliwal@ishim.ac.uk). Please contact them if you have any queries.

You have not been assigned 1o any trials ye

The user should then click on the “Access with role” link to enter the study, as shown in Figure 3.

Figure 3:

Access

Trials

These are the trial applications you have access to. Some of these applications may exist in different environments, and you should take care to pick the correct one. Live systems are for real use in
your study. The test environment is for testing applications — please don't enter real data in this environment.

All Test ¥ Live

The test environment is for your user acceptance testing. Do not enter real data!

CHIP-BCIS3 E=D

Controlled trial

of High-risk

coronary

Intervention CH'P
with

Percutaneous =

left ventricular
unloading
(CHIP-BCIS3)

Access with role: Investigator at 11
Site 11

XD Disable notifications for this role

Clicking on "Access with role" will transfer the user to the home page (see figure 4), their name and
unique user ID is always shown at the top of every page in the navigation bar.

Figure 4:

A This is a test system for your user acceptance testing. Do not enter real data!

CHIP-BCIS3

Randomise Subjects Queries Overdue forms

CHIP-BCIS3

Controlled trial of High-risk coronary Intervention with Percutaneous left ventricular unloading (CHIP-BCIS3)

CHIP

Enter dummy data only into this test application. Do net enter real subject data here.
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Once a user has finished using the database application, it is good practice to log out. This is
particularly important if the user is using a shared computer or a computer that is not their own. To
log out, click on the “Logout” link in the navigation bar at the top left of the page.

Note: To comply with good clinical practice (GCP), it is very important that users do not share
accounts or allow others to access their accounts, even temporarily. If a user has forgotten their
details or is unable to log in, please refer to section 3 for information.

3. Passwords

Forgotten passwords

Forgotten passwords can be reset by users by clicking the “Forgot your password?” link on the login
page. This can only be done if they have set up a recovery email address (different to the account
email address) or mobile phone number. If a user forgets their password but has not set up recovery
contact details, they should contact the CHIP-BCIS3 CTU and the user’s password will be reset by an
administrator. This sends out a new password by email to the account holder.

It is highly recommended that users provide recovery details on their user account.
Note: There is no way to see a user’s current password — they are stored in an encrypted format
that not even Sealed Envelope* staff can decrypt. Requests for password resets made by site staff

to Sealed Envelope will be referred to the CHIP-BCIS3 CTU to ensure the validity of the request.

*Sealed Envelope is the organisation responsible for developing and maintaining the CHIP-BCIS3
data management systems (https://www.sealedenvelope.com/).

Changing a password

If a user would like to change their password, go to the “Access” page and click on the “My account”
link on the navigation bar. This link directs the user to the screen shown in figure 5 below. To change
a password it is necessary for the user to enter their existing password. New passwords must be at
least 8 characters long and it is recommended that they include at least one space in order to
strengthen their security. It is advisable to avoid using passwords that are obvious or easily guessed.
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https://www.sealedenvelope.com/

Figure 5:

Access
My account
Update your details Change your password
You last changed your password Fri, 18 Jun 2021 1:26pm UTC (4 months ago)
Name:
Laura (Test PI, site 11) Confirm your current password

Email address
testPlemail@googlemail.com Some password suggestions:

widen motet yoder
fc turf polk
(GMT+00:00) UTC v maze yq orono

Timezone &

Affects display of times in this Access interface only. Does not affect randomisation or Red
Pill systems

@ Add a back-up email address or mobile phone number to allow you to Your new password
reset your password if you forget it

Back-up email address
Your new password must be at least 8 characters long

Confirm your new password

This email will anly be used for account security purposes
Country Mobile phone number
United Kingdom ~ | 07777123456 Change
You cannot submit this form with a weak password
This number will only be used for account security purposes

Confirm your current password to make changes to your account

Passwords expire after 180 days, after which point a user is forced to change their password. Users
with expired passwords have no access to the system except for the change password screen.

4. Auto time-out

After a set period of inactivity (15-20 minutes), the user is automatically logged out of the system.
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5. Entering data

All data will be entered onto the system by delegated site staff. After logging into the system, from
the home page, select the “Subjects” option from the navigation bar on the left hand side at the top
of the page. You will then see a list of all patients that have been randomised at your site. Select the
relevant patient and their details will appear on the right hand side of the screen (see figure 6).
Select the data form you wish to enter from the list by clicking “Add”.

Figure 6:

& This is a test system for your user acceptance testing. Do not enter real data!

CHIP-BCIS3 TRIALS HELP @MY ACCOUNT LOG OUT - LAURA (TEST PI, SITE 11) (ID 12 ATOR AT 11: SITE11)  sealed envelope
Randomise Subjects Queries Overdue forms
Subjects Subject details
Patient ID CH11002
° site 11: Site 11
PatientID ¢ Site © Randomisation group © Date randomised Status Randomisation group No LV Unloading
CH11001  Site 11 Elective LV Unloading 11 Oct 2021 09:40 (UTC) Date randomised 11 Oct 2021 09:42 (UTC)
CH11002 Site 11 No LV Unloading 11 Oct 2021 09:42 (UTC) 5
. Queries
CH11003 Site 11 No LV Unloading 11 Oct 2021 09:47 (UTC)
CH11004 Site 11 No LV Unloading 11 Oct 2021 09:50 (UTC)
CRF

® Randomisation
Due: 0 days

Randomisation

® Baseline
Due: 11 Oct 2021

Demographics

Medical History
Presentation, LVEF, ECG
Angiogram, Jeopardy

5.1 Saving forms

After entering the data click “Save form” and a message will appear at the top of the form to confirm
the data has been saved (see figure 7). A form can only be saved once all the data have been
entered.
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Figure 7:

& This is a test system for your user acceptance testing. Do not enter real datal

CHIP-BCIS3 TRIALS HELP @ MY ACCOUNT LOG OUT - LAURA (TEST PI, SITE 11) (ID 12330 - INVESTIGATOR AT 11: SITE 11)  sealed envelope

Randomise Subjects Queries Overdue forms

Patient ID CH11001 | 11: Site 11
Return to subject Jump to form ... v~ Visit: Baseline @ Create a query \CHIP

Medical History

This form was saved.
Edit

Medical History

Hypertension (treated with drugs)

Yes

Hypercholesterolemia (treated with drugs)

Yes

5.1.1 Saving drafts
Ideally all the data in each form should be entered at one time and then saved. If you wish to save a
draft version, where you still have some remaining questions to answer, you can do so. Any forms
saved as draft will continue to appear on the overdue list until all data have been entered and the
form is saved.

e In order to save a draft version you should first enter all the data you have into the form.
The form automatically saves a draft of the data entered every 10 seconds, and a message
appears on the top righthand side of the form to indicate every time this happens (see figure
8). Once you have entered all the data you then wait for this message to update and then
click on the “return to subject” button at the top of the screen.

e When you are ready to enter the remaining data you need to click on the “add” form button
and a message will pop up informing you that a draft exists, at this point you should click on
“load draft” and it will bring up the draft form you saved previously.
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Figure 8:

& This is a test system for your user acceptance testing. Do not enter real data!

CHIP-BCIS3 TRIALS HELP @MY JNT  LOG OUT - LAURA (TEST PI, SITE 11) (ID 12330 - INVESTIGATOR AT 11: SITE 11)  sealed envelope

Randomise Subjects Queries Overdue forms

Patient ID CH11001 | 11: Site 1

Return to subject = Visit: Baseline CHIP
N

Medical History m— 0 saes

Medical History

Hypertension (treated with drugs) *

(@) Yes
Ono

Hypercholesterolemia (treated with drugs) *

QO Yes
O No

Previous Myocardial Infarction *

O Yes

5.2 Due dates

Due dates for all of the data forms will be displayed in the “Subject details” page below each visit
(see figure 6). Overdue forms are shown in red and forms not yet due are shown in black, you can
view all overdue data forms by clicking the “Overdue forms” option from the navigation bar on the
left hand side. Overdue forms are calculated from the date of randomisation.

5.3 General guidance

e The system is pre-programmed with a series of logic, range and value checks which help
reduce the possibility of accidentally entering incorrect data. Warning screens will pop up in
cases where incorrect or unsuitable data are suspected, however these can be overridden if
values are outside the range checks within the system.

e Help: some questions have additional help text beneath them, this guidance will appear in
green font.

5.4 Form specific guidance

NHS Number

e Once an NHS number or CHI number has been added by a site the data are encrypted so
that administrators at CHIP-BCIS3 CTU cannot see the data.
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EQ-5D-5L and KCCQ forms (baseline, 90 day and 1 year follow ups)
e If for any reason the patient did not complete any of these, please still enter the relevant
EQ-5D-5L or KCCQ form, and answer the first question with “no, not completed”. You will
then just need to answer “reason why not completed”, and save the form.

PCl forms
e To access the PCl forms, from the subject details page please click on “View PCI” (see figure
9).
Figure 9:
CRF View all forms

® Randomisation
Due: 0 days

Randomisation

@ Baseline
Due: 29 Oct 2021

Demographics

Medical History
Presentation, LVEF, ECG
Angiogram, Jeopardy
PCI Planning

Viability Assessment
Bloods

Cardiac Medications
EQ-5D-5L

KCCQ

@ PClI

Due: At any time

® 90 Day Follow-up

e This will then take you to the main PCl screen (see figure 10), then click on “Add Pre-PCl” to
add the Pre-PCl form for the first PCI procedure.

Figure 10:

& This is a test system for your user acceptance testing. Do not enter real datal

CHIP-BCIS3 TRIALS HELP @ MY ACCOUNT LOG QUT - LAURA (TEST PI, SITE 11) (ID 12330 - INVESTIGATOR A SITE 11)  sealed envelope

Randomise Subjects Queries Overdue forms
Return to subject
—_

|emm PCI

Subject CH11001

There are no records to display for this Subject.

Add Pre-PCI
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At the top of each PCl form you need to enter the PCl procedure number. If a patient has
only had one PCl this number will always be 1. If a patient has had more than one PCl then
you should enter the PCl procedure number as 1 for the first PCl, 2 for the second and so on.
For each PCl there 10 forms to enter. If a patient has more than one PCl procedure it is best
to enter all 10 forms for the first PCl (PCI number 1) before starting to enter any forms for
the second PCI.

It is best to add a new form from the main PCl screen (see figure 11) rather than using the
“Jump to form...” function to add a new form.

Figure 11:

& This is a test system for your user acceptance testing. Do not enter real data!

CHIP-BCIS3 TRIALS HELP @ MY ACCOUNT LOG OUT - LAURA VAN DYCK (ID 6 DMINISTRATOR)  sealed envelope
Randomise Subjects Queries Overdue forms Sites Reports Specification Settings Download Upload Auditlog

Return to subject

N

|mm PCI

Subject CH10001

Procedure Pre- Peri- peri- F‘er!—procedural Peri-procedural PCI PCI Summary . Discharge (Bloods & Discharge

number PCl procedural procedural (Bailout, (Medication) Summary (Jeopardy, Discharge Medications) (Complications)

(MCs) Guides) Syntax)

1 Add Add Add Add

2 Add - - - - - Add

Add Pre-PCl

. . . ) .
e If a patient is admitted but the PCl doesn’t go ahead, then enter the Pre-PCl and the first

Peri-procedural form, and on the Peri-procedural form you answer “Did the patient undergo
PCI?” with “no”. Then the only other form you will need to enter is the first “Discharge” form
(the rest of the forms will not be available for data entry).

Death forms

If a patient has died you still need to complete the next follow-up after their death (e.g. they
died on Day 60, you still complete the Day 90 follow-up, but not the 1 year follow-up). This is
because there is still some data we need to collect on the follow-up forms (e.g. did patient
have an Ml etc).

Once you have entered that the patient has died on the follow-up form, the EQ-5D-5L, KCCQ
and Medication forms will automatically be hidden, as you won’t have this data for patients
who have died.

Note that once you have entered the Cause of Death form the due date of the next follow-
up will change and will show as the date of death.

Attachments

For deaths, strokes, Mls and cardiovascular hospitalisations we require supporting
documentation from sites. Some of this documentation is used so events can be validated by
the Clinical Events Committee (CEC). Any other relevant documents can also be uploaded in
this way. Supporting documentation needs to be uploaded to the patient’s record as an
attachment (see figure 12).
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Figure 12:

Subject details

Patient ID CH11001
Site 11: Site 1

1]

Queries

Attachments

There are currently no attachments.

[ ]

CRF

® Randomisation
Due: O days

Randomisation

(® Baseline

Randomisation group Elective LV Unloading

Date randomised 22 Nov 2021 16:47 (UTC)

e Once you click on ‘upload an attachment’, the following page (see figure 13) will load. It is
vital that all attachments uploaded to the database do not contain any patient identifiable

information. You must tick the agreement confirming this before you upload the

attachment.
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Figure 13:

& This is a test system for your user acceptance testing. Do not enter real data!

Randomise Subjects Queries Overdue forms Sites Reports Specification Settings Download Upload Audit log

Patient ID CH11001 | 11: Site 11 | Randomised: 22 Nov 2021 16:47 (UTC)

Return to subject

Attachments

You have used 0% of the 5.0 GB space you have available for storing attachments.

Individual attachments can have a maximum file size of 10.0 MB

Upload an attachment

Please ensure that you do not upload any attachments containing personally identifiable subject information.

Choose File | No file chosen

Description (optional)

F

| confirm that this attachment does not contain any
personally identifiable subject information *

Upload attachment

5.5 Patient withdrawal

The withdrawal form in the eCRF can only be entered by the CHIP-BCIS3 CTU. Please complete a
hard copy of the form and email it to CTU for data entry.

There are 3 types of patient withdrawal:
e Treatment — if the patient withdraws from the trial treatment

e Partial —if the patient no longer wants to be contacted about the trial, but is happy for data
to be collected from their notes, GP, or NHS records

e Complete — if the patient withdraws their consent for any further data collection

If a patient withdraws completely, then once the withdrawal form has been entered by the CTU to
show this, then this stops any forms being shown on the overdue list after the withdrawal date.
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6. Viewing and editing data

6.1 Viewing data

To view any data that has been entered select the relevant patient, identify which of the data forms

you want to view, and select the “View” option. When finished, click the “Return to subject” option.

6.2 Editing data

Site staff can edit the CHIP-BCIS3 database after data has been submitted, in the case of data entry

error or if additional data has been obtained at a later date.

On the subject details page, select the “Edit” option to reopen the subject’s relevant form (see figure
14), and enter the correct or updated data, following the same process as with normal data entry.

You will be required to provide a reason for the edit (see figure 15) and then click on “save form” to
save your changes. Suitable reasons for edit include “Data entry error” or “Updated information

available”.

Figure 14:

CRF

® Randomisation
Due: 0 days

Randomisation

® Baseline
Due: 11 Oct 2021

Demographics

Medical History
Presentation, LVEF, ECG
Angiogram, Jeopardy
PCI Planning

Viability Assessment
Bloods

Cardiac Medications
EQ-5D-5L

KccaQ

® PCI

Due: At any time

® 90 Day Follow-up
Due: 9 Jan 2022
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Figure 15:

Validation status *

Not validated v

Validation notes

Reason for edit*

Correcting data entry error|

| Save form ‘

Once edits have been saved on a form, the updated questions will be highlighted in yellow and an
audit trail of the data originally entered and all changes will be saved in case of further error.
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7. Queries

Administrators and investigators can create, view and add messages to queries but queries can only

be closed by administrators.

7.1 Creating queries

A query can be opened either on the “subject details” panel or when viewing a form, by clicking on
the “Create a query” link at the top of the page (see figure 16).

Figure 16:

A This is a test system for your user acceptance testing. Do not enter real data!

CHIP-BCIS3 AIALS COUNT LOG QUT - LAURA (TEST PI, SITE 11) (ID 12330 - INVESTIGATOR AT 11: SITE 11)  sealed envelope

Randomise Subjects Queries Overdue forms

Patient ID CH11001 | 11: Site 11
Return to subject Jump to form ... v Visit: Baseline

)¢

Bloods

Edit
Full Blood Count

Haemoglobin collected?
Yes

If Yes, date

01/06/2021

Haemoglobin value
125

The query must be given a title and an initial message (the title will appear in any email notifications,
see section 7.3 below). To link the query to a specific question within a specific form, choose the
appropriate question and form from the relevant drop-down options (see figure 17).

WPD Ref No: CHIP-BCIS3 WPD/04/01 Page 17 of 21

ISRCTN17730734



Figure 17:

& This is a test system for your user acceptance testing. Do not enter real data!

CHIP-BCIS3 RIALS B MY ACCOUNT OG ( AURA (TEST PI, SITE 11) (ID 12330 - INVESTIGATOR AT 11: SITE 11 sealed envelope

Randomise Subjects Queries Overdue forms

Patient ID CH11001 | 11: Site 11

Create a query

Query

Related form

Baseline - Bloods v
Related question
Choose ... 37

Title*

Message *

l Create query ‘

Once it has been created, the query will be shown on the subject details panel and form specific
queries will also be shown when viewing the form. In addition, if a form has an open query attached,
a yellow warning symbol appears next to the form name in the subject details panel.

7.2 Responding to queries

Messages may be added to queries by site staff or administrators by clicking on the relevant open
qguery from the subject details panel and then selecting “add message” (see figure 18), forming a
conversation thread. Administrators can close a query when the issue has been resolved.
Administrators may also re-open a closed query by setting the action to ‘Reopen’ when adding a new
message to it.
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Figure 18:

& This is a test system for your user acceptance testing. Do not enter real data!

CHIP-BCIS3 ALS AY ACCOUNT LOG OUT - LAURA (TEST PI, SITE 11) (ID 12330 - INVESTIGATOR AT 11: SITE 11)

Randomise Subjects Queries Overdue forms

Patient ID CH11001 | 11: Site 11

Return to subject Return to queries

Query ID 2: Baseline platelet count

Current status: Open
Laura Van Dyck (ID 608 - Administrator) on 14 Oct 2021 14:57 (UTC) Action: Open

Re: Platelet count value
- the baseline platelet count seems quite low, can | please check if this is correct?

Message *

Yes, | can confirm this is the correct va\uel

Add message

* required

7.3 Email notifications

When a query is created or updated an email notification is sent out to:
e On creation: all administrators, and all site staff with an investigator account at the site the
query relates to.

e On update and on closing: all site users who have participated in the query (e.g. created the
query or added a message to the query) and all administrators.
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The format of the notification email is:

% Replyall | ~ [i] Delete & Junk Block

[CHIP-BCIS3 - TEST] Query created for subject CH11001

@ Label: Staff mailbox default delete after 7 years (7 years) Expires: Thu 12/10/2028 15:58
Sealed Envelope S RS SR
Thu 14/10/2021 15:58

To: Laura Van Dyck; Steven Robertson; Laura Van Dyck; Faran Dhaliwal

*** This message originated outside LSHTM ***

A query "Baseline platelet count” has just been created by Laura Van Dyck (ID 608 - Administrator). You can view the query
here:

https://www.sealedenvelope.com/redpill-staging/chipbcis3/query/view/2

** WARNING! This message was sent during testing and should not be acted upon **

Note, this message was auto-generated on 14 Oct 2021 14:57 (UTC) and was sent from an email address that does not accept
replies.

Sealed Envelope
www.sealedenvelope.com

Reply Reply all Forward

7.4 Listing queries

A list of queries for your site is displayed by clicking on the ‘Queries’ link in the navigation bar. The
conversation thread for a query can be viewed by clicking on the query in the list. This view also
displays links for editing the query or viewing the related patient or form.
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8. Contacting the CHIP-BCIS3 CTU

If you require help with this instruction manual please contact the CHIP-BCIS3 CTU by emailing us at
chip-bcis3@LSHTM.ac.uk.

The CHIP-BCIS3 CTU is based at the London School of Hygiene and Tropical Medicine (LSHTM) which
is part of the University of London.

WPD Ref No: CHIP-BCIS3 WPD/04/01 Page 21 of 21

ISRCTN17730734


mailto:CHIP-BCIS3@lshtm.ac.uk

	Structure Bookmarks
	 
	 
	Figure
	Figure
	Figure
	 
	Working Practice Document: 
	Working Practice Document: 
	Working Practice Document: 
	Working Practice Document: 
	Working Practice Document: 
	eCRF 


	CURRENT VERSION WPD: CHIP-BCIS3 WPD/04/01 
	CURRENT VERSION WPD: CHIP-BCIS3 WPD/04/01 
	CURRENT VERSION WPD: CHIP-BCIS3 WPD/04/01 



	Current version date: 
	Current version date: 
	Current version date: 
	Current version date: 

	18 Jan 2022 
	18 Jan 2022 


	Review date: 
	Review date: 
	Review date: 

	18 Jan 2025 
	18 Jan 2025 


	Author: 
	Author: 
	Author: 

	Laura Van Dyck 
	Laura Van Dyck 
	(Data Manager) 

	 
	 
	Figure
	 


	Reviewed by: 
	Reviewed by: 
	Reviewed by: 

	Steven Robertson 
	Steven Robertson 
	(Senior Data Manager) 

	 
	 
	Figure


	Approved by: 
	Approved by: 
	Approved by: 

	Alexander Perkins 
	Alexander Perkins 
	(Senior Trial Manager) 

	 
	 
	Figure




	 
	 
	Revision chronology: 
	Revision chronology: 
	Revision chronology: 
	Revision chronology: 
	Revision chronology: 



	Version number 
	Version number 
	Version number 
	Version number 

	Effective date 
	Effective date 

	Reason for change 
	Reason for change 


	1 
	1 
	1 

	18 Jan 2022 
	18 Jan 2022 

	 
	 


	 
	 
	 

	 
	 

	 
	 


	 
	 
	 

	 
	 

	 
	 


	 
	 
	 

	 
	 

	 
	 


	 
	 
	 

	 
	 

	 
	 




	 
	 
	  
	Table of Contents 
	 
	 
	 
	1. Purpose of this document 3
	1. Purpose of this document 3
	1. Purpose of this document 3

	 

	2. Accessing the system 4
	2. Accessing the system 4
	2. Accessing the system 4

	 

	3. Passwords 6
	3. Passwords 6
	3. Passwords 6

	 

	4. Auto time-out 7
	4. Auto time-out 7
	4. Auto time-out 7

	 

	5. Entering data 8
	5. Entering data 8
	5. Entering data 8

	 

	5.1 Saving forms 8
	5.1 Saving forms 8
	5.1 Saving forms 8

	 

	5.2 Due dates 10
	5.2 Due dates 10
	5.2 Due dates 10

	 

	5.3 General guidance 10
	5.3 General guidance 10
	5.3 General guidance 10

	 

	5.4 Form specific guidance 10
	5.4 Form specific guidance 10
	5.4 Form specific guidance 10

	 

	5.5 Patient withdrawal 14
	5.5 Patient withdrawal 14
	5.5 Patient withdrawal 14

	 

	6. Viewing and editing data 15
	6. Viewing and editing data 15
	6. Viewing and editing data 15

	 

	6.1 Viewing data 15
	6.1 Viewing data 15
	6.1 Viewing data 15

	 

	6.2 Editing data 15
	6.2 Editing data 15
	6.2 Editing data 15

	 

	7. Queries 17
	7. Queries 17
	7. Queries 17

	 

	7.1 Creating queries 17
	7.1 Creating queries 17
	7.1 Creating queries 17

	 

	7.2 Responding to queries 18
	7.2 Responding to queries 18
	7.2 Responding to queries 18

	 

	7.3 Email notifications 19
	7.3 Email notifications 19
	7.3 Email notifications 19

	 

	7.4 Listing queries 20
	7.4 Listing queries 20
	7.4 Listing queries 20

	 

	8. Contacting the CHIP-BCIS3 CTU 21
	8. Contacting the CHIP-BCIS3 CTU 21
	8. Contacting the CHIP-BCIS3 CTU 21

	 

	 

	 
	  
	1. Purpose of this document 
	 
	The purpose of this document is to give an overview of the electronic Case Report Form (eCRF) online database system for the CHIP-BCIS3 trial. 
	 
	  
	2. Accessing the system 
	 
	Access to the CHIP-BCIS3 eCRF system is via https://www.sealedenvelope.com/access/  and users must log in with their email address and password before access is granted (see figure 1). 
	 
	Note: the screenshots shown below are taken from the test site which uses dummy data. 
	 
	Figure 1: 
	 
	Figure
	 
	There are two types of user accounts relevant to this WPD: 
	 
	• Investigator accounts – these users can view patient records, complete data entry and edit data for patients at their own centre. Although they are labelled ‘Investigator’ accounts, this can be any site staff personnel delegated to use the eCRF system (e.g. research nurses, data entry staff, or clinicians). 
	• Investigator accounts – these users can view patient records, complete data entry and edit data for patients at their own centre. Although they are labelled ‘Investigator’ accounts, this can be any site staff personnel delegated to use the eCRF system (e.g. research nurses, data entry staff, or clinicians). 
	• Investigator accounts – these users can view patient records, complete data entry and edit data for patients at their own centre. Although they are labelled ‘Investigator’ accounts, this can be any site staff personnel delegated to use the eCRF system (e.g. research nurses, data entry staff, or clinicians). 

	• Administrator accounts (CHIP-BCIS3 staff at LSHTM CTU only) – an administrator has full access to all areas of the eCRF, including: 
	• Administrator accounts (CHIP-BCIS3 staff at LSHTM CTU only) – an administrator has full access to all areas of the eCRF, including: 
	• Administrator accounts (CHIP-BCIS3 staff at LSHTM CTU only) – an administrator has full access to all areas of the eCRF, including: 
	o All patient records 
	o All patient records 
	o All patient records 

	o Queries 
	o Queries 

	o Reports 
	o Reports 

	o Downloading eCRF data 
	o Downloading eCRF data 

	o User accounts 
	o User accounts 

	o Audit trail 
	o Audit trail 





	 
	If a user does not have an account, or provides an incorrect password they will not be allowed access. Investigator accounts will be set up by a member of the LSHTM (London School of Hygiene and Tropical Medicine) CTU (Clinical Trials Unit) team. This will only occur once the appropriate training has taken place and the training and delegation logs have been signed. The training consists of reading the eCRF WPD. 
	 
	After logging in the user will see Figure 2 (the “Access" page) and this will show a message that reads ‘You have an invitation’. The user should click on this link and subsequently accept the invitation, this will add the trial to their access page. 
	 
	Figure 2: 
	 
	Figure
	 
	The user should then click on the “Access with role” link to enter the study, as shown in Figure 3. 
	Figure 3: 
	 
	Figure
	 
	Clicking on "Access with role" will transfer the user to the home page (see figure 4), their name and unique user ID is always shown at the top of every page in the navigation bar. 
	 
	Figure 4: 
	 
	Figure
	 
	 
	Once a user has finished using the database application, it is good practice to log out. This is particularly important if the user is using a shared computer or a computer that is not their own. To log out, click on the “Logout” link in the navigation bar at the top left of the page. 
	 
	Note: To comply with good clinical practice (GCP), it is very important that users do not share accounts or allow others to access their accounts, even temporarily. If a user has forgotten their details or is unable to log in, please refer to section 3 for information. 
	 
	 
	 
	3. Passwords 
	 
	Forgotten passwords 
	 
	Forgotten passwords can be reset by users by clicking the “Forgot your password?” link on the login page. This can only be done if they have set up a recovery email address (different to the account email address) or mobile phone number. If a user forgets their password but has not set up recovery contact details, they should contact the CHIP-BCIS3 CTU and the user’s password will be reset by an administrator. This sends out a new password by email to the account holder. 
	 
	It is highly recommended that users provide recovery details on their user account. 
	 
	Note: There is no way to see a user’s current password – they are stored in an encrypted format that not even Sealed Envelope* staff can decrypt. Requests for password resets made by site staff to Sealed Envelope will be referred to the CHIP-BCIS3 CTU to ensure the validity of the request. 
	 
	*Sealed Envelope is the organisation responsible for developing and maintaining the CHIP-BCIS3 data management systems (
	*Sealed Envelope is the organisation responsible for developing and maintaining the CHIP-BCIS3 data management systems (
	https://www.sealedenvelope.com/
	https://www.sealedenvelope.com/

	). 

	 
	Changing a password  
	 
	If a user would like to change their password, go to the “Access” page and click on the “My account” link on the navigation bar. This link directs the user to the screen shown in figure 5 below. To change a password it is necessary for the user to enter their existing password. New passwords must be at least 8 characters long and it is recommended that they include at least one space in order to strengthen their security. It is advisable to avoid using passwords that are obvious or easily guessed. 
	 
	Figure 5: 
	 
	Figure
	 
	Passwords expire after 180 days, after which point a user is forced to change their password. Users with expired passwords have no access to the system except for the change password screen. 
	 
	 
	 
	4. Auto time-out 
	 
	After a set period of inactivity (15-20 minutes), the user is automatically logged out of the system. 
	 
	 
	  
	5. Entering data 
	 
	All data will be entered onto the system by delegated site staff. After logging into the system, from the home page, select the “Subjects” option from the navigation bar on the left hand side at the top of the page. You will then see a list of all patients that have been randomised at your site. Select the relevant patient and their details will appear on the right hand side of the screen (see figure 6). Select the data form you wish to enter from the list by clicking “Add”. 
	 
	Figure 6: 
	 
	Figure
	 
	 
	5.1 Saving forms 
	 
	After entering the data click “Save form” and a message will appear at the top of the form to confirm the data has been saved (see figure 7). A form can only be saved once all the data have been entered. 
	 
	Figure 7: 
	 
	Figure
	 
	5.1.1 Saving drafts 
	Ideally all the data in each form should be entered at one time and then saved. If you wish to save a draft version, where you still have some remaining questions to answer, you can do so. Any forms saved as draft will continue to appear on the overdue list until all data have been entered and the form is saved. 
	 
	• In order to save a draft version you should first enter all the data you have into the form. The form automatically saves a draft of the data entered every 10 seconds, and a message appears on the top righthand side of the form to indicate every time this happens (see figure 8). Once you have entered all the data you then wait for this message to update and then click on the “return to subject” button at the top of the screen. 
	• In order to save a draft version you should first enter all the data you have into the form. The form automatically saves a draft of the data entered every 10 seconds, and a message appears on the top righthand side of the form to indicate every time this happens (see figure 8). Once you have entered all the data you then wait for this message to update and then click on the “return to subject” button at the top of the screen. 
	• In order to save a draft version you should first enter all the data you have into the form. The form automatically saves a draft of the data entered every 10 seconds, and a message appears on the top righthand side of the form to indicate every time this happens (see figure 8). Once you have entered all the data you then wait for this message to update and then click on the “return to subject” button at the top of the screen. 

	• When you are ready to enter the remaining data you need to click on the “add” form button and a message will pop up informing you that a draft exists, at this point you should click on “load draft” and it will bring up the draft form you saved previously. 
	• When you are ready to enter the remaining data you need to click on the “add” form button and a message will pop up informing you that a draft exists, at this point you should click on “load draft” and it will bring up the draft form you saved previously. 


	 
	Figure 8: 
	 
	Figure
	Figure
	 
	 
	5.2 Due dates 
	 
	Due dates for all of the data forms will be displayed in the “Subject details” page below each visit (see figure 6). Overdue forms are shown in red and forms not yet due are shown in black, you can view all overdue data forms by clicking the “Overdue forms” option from the navigation bar on the left hand side. Overdue forms are calculated from the date of randomisation. 
	 
	 
	5.3 General guidance 
	 
	• The system is pre-programmed with a series of logic, range and value checks which help reduce the possibility of accidentally entering incorrect data. Warning screens will pop up in cases where incorrect or unsuitable data are suspected, however these can be overridden if values are outside the range checks within the system. 
	• The system is pre-programmed with a series of logic, range and value checks which help reduce the possibility of accidentally entering incorrect data. Warning screens will pop up in cases where incorrect or unsuitable data are suspected, however these can be overridden if values are outside the range checks within the system. 
	• The system is pre-programmed with a series of logic, range and value checks which help reduce the possibility of accidentally entering incorrect data. Warning screens will pop up in cases where incorrect or unsuitable data are suspected, however these can be overridden if values are outside the range checks within the system. 

	• Help: some questions have additional help text beneath them, this guidance will appear in green font. 
	• Help: some questions have additional help text beneath them, this guidance will appear in green font. 


	 
	 
	5.4 Form specific guidance 
	 
	NHS Number 
	• Once an NHS number or CHI number has been added by a site the data are encrypted so that administrators at CHIP-BCIS3 CTU cannot see the data. 
	• Once an NHS number or CHI number has been added by a site the data are encrypted so that administrators at CHIP-BCIS3 CTU cannot see the data. 
	• Once an NHS number or CHI number has been added by a site the data are encrypted so that administrators at CHIP-BCIS3 CTU cannot see the data. 


	 
	EQ-5D-5L and KCCQ forms (baseline, 90 day and 1 year follow ups) 
	• If for any reason the patient did not complete any of these, please still enter the relevant EQ-5D-5L or KCCQ form, and answer the first question with “no, not completed”. You will then just need to answer “reason why not completed”, and save the form. 
	• If for any reason the patient did not complete any of these, please still enter the relevant EQ-5D-5L or KCCQ form, and answer the first question with “no, not completed”. You will then just need to answer “reason why not completed”, and save the form. 
	• If for any reason the patient did not complete any of these, please still enter the relevant EQ-5D-5L or KCCQ form, and answer the first question with “no, not completed”. You will then just need to answer “reason why not completed”, and save the form. 


	 
	PCI forms 
	• To access the PCI forms, from the subject details page please click on “View PCI” (see figure 9). 
	• To access the PCI forms, from the subject details page please click on “View PCI” (see figure 9). 
	• To access the PCI forms, from the subject details page please click on “View PCI” (see figure 9). 


	 
	Figure 9: 
	 
	Figure
	Figure
	 
	• This will then take you to the main PCI screen (see figure 10), then click on “Add Pre-PCI” to add the Pre-PCI form for the first PCI procedure. 
	• This will then take you to the main PCI screen (see figure 10), then click on “Add Pre-PCI” to add the Pre-PCI form for the first PCI procedure. 
	• This will then take you to the main PCI screen (see figure 10), then click on “Add Pre-PCI” to add the Pre-PCI form for the first PCI procedure. 


	 
	Figure 10: 
	 
	Figure
	Figure
	• At the top of each PCI form you need to enter the PCI procedure number. If a patient has only had one PCI this number will always be 1. If a patient has had more than one PCI then you should enter the PCI procedure number as 1 for the first PCI, 2 for the second and so on. 
	• At the top of each PCI form you need to enter the PCI procedure number. If a patient has only had one PCI this number will always be 1. If a patient has had more than one PCI then you should enter the PCI procedure number as 1 for the first PCI, 2 for the second and so on. 
	• At the top of each PCI form you need to enter the PCI procedure number. If a patient has only had one PCI this number will always be 1. If a patient has had more than one PCI then you should enter the PCI procedure number as 1 for the first PCI, 2 for the second and so on. 

	• For each PCI there 10 forms to enter. If a patient has more than one PCI procedure it is best to enter all 10 forms for the first PCI (PCI number 1) before starting to enter any forms for the second PCI. 
	• For each PCI there 10 forms to enter. If a patient has more than one PCI procedure it is best to enter all 10 forms for the first PCI (PCI number 1) before starting to enter any forms for the second PCI. 

	• It is best to add a new form from the main PCI screen (see figure 11) rather than using the “Jump to form…” function to add a new form. 
	• It is best to add a new form from the main PCI screen (see figure 11) rather than using the “Jump to form…” function to add a new form. 


	 
	Figure 11: 
	 
	Figure
	 
	• If a patient is admitted but the PCI doesn’t go ahead, then enter the Pre-PCI and the first Peri-procedural form, and on the Peri-procedural form you answer “Did the patient undergo PCI?” with “no”. Then the only other form you will need to enter is the first “Discharge” form (the rest of the forms will not be available for data entry). 
	• If a patient is admitted but the PCI doesn’t go ahead, then enter the Pre-PCI and the first Peri-procedural form, and on the Peri-procedural form you answer “Did the patient undergo PCI?” with “no”. Then the only other form you will need to enter is the first “Discharge” form (the rest of the forms will not be available for data entry). 
	• If a patient is admitted but the PCI doesn’t go ahead, then enter the Pre-PCI and the first Peri-procedural form, and on the Peri-procedural form you answer “Did the patient undergo PCI?” with “no”. Then the only other form you will need to enter is the first “Discharge” form (the rest of the forms will not be available for data entry). 


	 
	Death forms 
	• If a patient has died you still need to complete the next follow-up after their death (e.g. they died on Day 60, you still complete the Day 90 follow-up, but not the 1 year follow-up). This is because there is still some data we need to collect on the follow-up forms (e.g. did patient have an MI etc). 
	• If a patient has died you still need to complete the next follow-up after their death (e.g. they died on Day 60, you still complete the Day 90 follow-up, but not the 1 year follow-up). This is because there is still some data we need to collect on the follow-up forms (e.g. did patient have an MI etc). 
	• If a patient has died you still need to complete the next follow-up after their death (e.g. they died on Day 60, you still complete the Day 90 follow-up, but not the 1 year follow-up). This is because there is still some data we need to collect on the follow-up forms (e.g. did patient have an MI etc). 

	• Once you have entered that the patient has died on the follow-up form, the EQ-5D-5L, KCCQ and Medication forms will automatically be hidden, as you won’t have this data for patients who have died. 
	• Once you have entered that the patient has died on the follow-up form, the EQ-5D-5L, KCCQ and Medication forms will automatically be hidden, as you won’t have this data for patients who have died. 

	• Note that once you have entered the Cause of Death form the due date of the next follow-up will change and will show as the date of death. 
	• Note that once you have entered the Cause of Death form the due date of the next follow-up will change and will show as the date of death. 


	 
	Attachments 
	• For deaths, strokes, MIs and cardiovascular hospitalisations we require supporting documentation from sites. Some of this documentation is used so events can be validated by the Clinical Events Committee (CEC). Any other relevant documents can also be uploaded in this way. Supporting documentation needs to be uploaded to the patient’s record as an attachment (see figure 12). 
	• For deaths, strokes, MIs and cardiovascular hospitalisations we require supporting documentation from sites. Some of this documentation is used so events can be validated by the Clinical Events Committee (CEC). Any other relevant documents can also be uploaded in this way. Supporting documentation needs to be uploaded to the patient’s record as an attachment (see figure 12). 
	• For deaths, strokes, MIs and cardiovascular hospitalisations we require supporting documentation from sites. Some of this documentation is used so events can be validated by the Clinical Events Committee (CEC). Any other relevant documents can also be uploaded in this way. Supporting documentation needs to be uploaded to the patient’s record as an attachment (see figure 12). 


	 
	Figure 12: 
	 
	Figure
	Figure
	 
	• Once you click on ‘upload an attachment’, the following page (see figure 13) will load. It is vital that all attachments uploaded to the database do not contain any patient identifiable information. You must tick the agreement confirming this before you upload the attachment. 
	• Once you click on ‘upload an attachment’, the following page (see figure 13) will load. It is vital that all attachments uploaded to the database do not contain any patient identifiable information. You must tick the agreement confirming this before you upload the attachment. 
	• Once you click on ‘upload an attachment’, the following page (see figure 13) will load. It is vital that all attachments uploaded to the database do not contain any patient identifiable information. You must tick the agreement confirming this before you upload the attachment. 


	 
	 
	Figure 13: 
	 
	Figure
	 
	 
	5.5 Patient withdrawal 
	 
	The withdrawal form in the eCRF can only be entered by the CHIP-BCIS3 CTU. Please complete a hard copy of the form and email it to CTU for data entry. 
	 
	There are 3 types of patient withdrawal: 
	• Treatment – if the patient withdraws from the trial treatment  
	• Treatment – if the patient withdraws from the trial treatment  
	• Treatment – if the patient withdraws from the trial treatment  

	• Partial – if the patient no longer wants to be contacted about the trial, but is happy for data to be collected from their notes, GP, or NHS records 
	• Partial – if the patient no longer wants to be contacted about the trial, but is happy for data to be collected from their notes, GP, or NHS records 

	• Complete – if the patient withdraws their consent for any further data collection 
	• Complete – if the patient withdraws their consent for any further data collection 


	 
	If a patient withdraws completely, then once the withdrawal form has been entered by the CTU to show this, then this stops any forms being shown on the overdue list after the withdrawal date. 
	 
	  
	6. Viewing and editing data 
	 
	6.1 Viewing data 
	 
	To view any data that has been entered select the relevant patient, identify which of the data forms you want to view, and select the “View” option. When finished, click the “Return to subject” option. 
	 
	 
	6.2 Editing data 
	 
	Site staff can edit the CHIP-BCIS3 database after data has been submitted, in the case of data entry error or if additional data has been obtained at a later date. 
	 
	On the subject details page, select the “Edit” option to reopen the subject’s relevant form (see figure 14), and enter the correct or updated data, following the same process as with normal data entry. You will be required to provide a reason for the edit (see figure 15) and then click on “save form” to save your changes. Suitable reasons for edit include “Data entry error” or “Updated information available”. 
	Figure 14: 
	 
	Figure
	 
	 
	Figure 15: 
	 
	Figure
	 
	Once edits have been saved on a form, the updated questions will be highlighted in yellow and an audit trail of the data originally entered and all changes will be saved in case of further error. 
	 
	  
	7. Queries 
	 
	Administrators and investigators can create, view and add messages to queries but queries can only be closed by administrators. 
	 
	 
	7.1 Creating queries 
	 
	A query can be opened either on the “subject details” panel or when viewing a form, by clicking on the “Create a query” link at the top of the page (see figure 16).  
	 
	Figure 16: 
	 
	Figure
	Figure
	 
	The query must be given a title and an initial message (the title will appear in any email notifications, see section 7.3 below). To link the query to a specific question within a specific form, choose the appropriate question and form from the relevant drop-down options (see figure 17). 
	 
	Figure 17: 
	 
	Figure
	 
	Once it has been created, the query will be shown on the subject details panel and form specific queries will also be shown when viewing the form. In addition, if a form has an open query attached, a yellow warning symbol appears next to the form name in the subject details panel. 
	 
	 
	7.2 Responding to queries 
	 
	Messages may be added to queries by site staff or administrators by clicking on the relevant open query from the subject details panel and then selecting “add message” (see figure 18), forming a conversation thread. Administrators can close a query when the issue has been resolved. Administrators may also re-open a closed query by setting the action to ‘Reopen’ when adding a new message to it. 
	 
	Figure 18: 
	 
	Figure
	Figure
	 
	 
	7.3 Email notifications 
	 
	When a query is created or updated an email notification is sent out to: 
	• On creation: all administrators, and all site staff with an investigator account at the site the query relates to. 
	• On creation: all administrators, and all site staff with an investigator account at the site the query relates to. 
	• On creation: all administrators, and all site staff with an investigator account at the site the query relates to. 

	• On update and on closing: all site users who have participated in the query (e.g. created the query or added a message to the query) and all administrators. 
	• On update and on closing: all site users who have participated in the query (e.g. created the query or added a message to the query) and all administrators. 


	 
	The format of the notification email is: 
	 
	Figure
	 
	 
	7.4 Listing queries 
	 
	A list of queries for your site is displayed by clicking on the ‘Queries’ link in the navigation bar. The conversation thread for a query can be viewed by clicking on the query in the list. This view also displays links for editing the query or viewing the related patient or form. 
	 
	  
	8. Contacting the CHIP-BCIS3 CTU 
	 
	If you require help with this instruction manual please contact the CHIP-BCIS3 CTU by emailing us at 
	If you require help with this instruction manual please contact the CHIP-BCIS3 CTU by emailing us at 
	chip-bcis3@LSHTM.ac.uk
	chip-bcis3@LSHTM.ac.uk

	.   

	 
	The CHIP-BCIS3 CTU is based at the London School of Hygiene and Tropical Medicine (LSHTM) which is part of the University of London. 
	 



