User Reference Guide - Individual Case
Safety Reports (ICSRs) Submissions

A step-by-step guide on using the ICSR Submissions
platform to submit post-marketing and clinical trial
ICSRs.

If you wish to submit and receive ICSRs to/from the MHRA (Medicines and Healthcare
products Regulatory Agency) or submit suspected unexpected serious adverse reactions
(SUSARSs) to the MHRA, but do not have the capability to use the MHRA Gateway, you can
do so by using ICSR Submissions.

The following user guide provides guidance on how to use the different functions of ICSR
Submissions to manage, report and receive ICSRs or SUSARSs.

If you wish to send and receive ICSRs, as well as submit SUSARS, via the MHRA Gateway
please see the user reference guide.

Please note that if your organisation is registered to both MHRA Gateway and ICSR
Submissions, ICSRs and acknowledgments sent to you from the MHRAliII be sent via the

!

Gateway.



https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/948855/URG_-_Registration_for_MHRA_Gateway.pdf
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Section 1: Logging in to ICSR Submissions
Logging In

Once registration for ICSR submissions is completed, you can login to ICSR submissions via
the login page at https://icsrsubmissions.mhra.gov.uk/login.

If you have forgotten your password, a reset password email can be sent by selecting the
‘Forgot your password?’ link on the login page and entering the email address associated
with your account. If you do not receive an email, please check your spam, or junk mail
folder.

:MHRA

i MHRA

Email

Forgotten your password? Simply enter your email

firsthame.lastname@company.org address below and a reset password email will be
sent to you.

Password _
Emai SUBMITTED
firstname.lasmame@company.org Thank you for submitting a forgotten passward

request. If the email address you submitted is
associated to an existing account, then a password

reset email will be sent to the email address
SUBMIT assigned to that account

Request company account 4 BACK
4 BACK

Forgot your password?



https://icsrsubmissions.mhra.gov.uk/login

Choosing an Organisation

After logging in, if your account is linked to multiple organisations, you will be given the
option to select which organisation you wish to view. After doing so, you will progress to the
ICSR Submissions dashboard for the selected organisation where you can select the
required functionality using the dashboard tiles as below.

- ®, ...:'-:;:.':.-

#MHRA | M

1‘:. - .: L] e

e

- n
Please select your organisation
Please select

Please select your organisation COMPANY 1

v COMPANY 2

COMPANY 3

COMPANY 4

COMPANY 5

If your account is associated with a single organisation, you will progress directly to the ICSR
Submissions dashboard after logging in.

Dashboard

Once logged in you will be taken to the dashboard. The tiles that appear on the dashboard
will depend on your level of access, with organisation leads having the full display as below.

ICER Submissions MHRA

0 g § &

REPORTS REPORT MANAGEMENT RESOURCES USER MANAGEMENT

5 ™M

ORGANISATION MANAGEMENT NOTIFICATIONS COMMUNICATIONS
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Select the burger menu = at the top left of the screen to see the tiles in an alternative
view.

DASHBOARD

REPORTS

REPORT MANAGEMENT

RESOURCES

USER MANAGEMENT

ORGANISATION MANAGEMENT

NOTIFICATIONS

COMMUNICATIONS

firstname lastname
MAHTEST
1.1.1970.v390

MY ORGANISATION

‘ MY PROFILE ‘

SIGN OUT
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Section 2: Sending Reports

You can send both ICSRs and SUSARs to the MHRA in two ways; by creating new R2
reports or by posting R2 or R3 XML files. These two options can be found by selecting the
‘Reports’ tile from the dashboard or burger menu on the left-hand side of the dashboard.

REPORTS

New R2 Report

To create a new R2 report, you should select the 'New Report’ tile which will provide the
option to complete an E2B compliant R2 reporting form.

NEW REPORT
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You will then be able to create an ICSR or SUSAR from scratch or you can create a report
based on an existing E2b R2 XML. You can import this into the form using the ‘Load
Existing’ option in the top right-hand corner of the form. For more information on this please
see the ‘Loading reports’ section.

= ICSR Submissions # MHRA
4 BACK Standard E2B ICH R2 medicines form LOAD EXISTING

ADMIN -

You will then be able to progress through the form to complete details about the ICSR or
SUSAR. The form uses E2b R2 fields and generates R2 ICSRs and SUSARs that are sent
directly to the MHRA.

For reporters who have previously used the eSUSAR website to submit SUSARS, please
note that the ICSR Submissions does not auto create worldwide reference numbers. These
will need to be provided by your organisation and entered in the ‘Sender’s Safety Report
Unique Identifier’ field following the format of (Country Code)-(Company)-(text) e.g. GB-
COMPANY1-2394.

Follow-up information for all reports must continue to consistently use the same worldwide
reference number. Reporters must enter this in the ‘Sender’s Safety Report Unique Identifier’
field. SUSARSs previously submitted via the eSUSAR website should use the worldwide
reference number auto created by the eSUSAR website.

Sender's Safety Report Unigue Identifier *

GBR-TEST-123

IMust be in correct format: (Country Code)-(Company)-(text) e.g. GE-COMPANY 1-2394

Likewise, the Message Number is not auto created and will also need to be input by the
reporter. However, this field has no specific requirements and will accept any alphanumeric
and special characters in any order.
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Mandatory fields are highlighted by an Asterix (*). If you do not complete these fields, you
will not be able to progress.

ADNIN

Yes

OTHER SENDER'S CASE REPONT NUMBER

hi ]

‘ICHICSR’ should be selected from the ‘Message type’ drop down menu for creating both
ICSRs and SUSARs. ‘Backlog’ should only be used after confirmation from the MHRA.

Message Type™

ICHICSR -

SUSARSs are differentiated from ICSRs by selecting ‘Report from study’ in the “Type of report’
field, which can be found in the ’Admin’ section, and by selecting ‘Clinical trials’ as ‘Study
Type’ which can be found in the 'Reporter’ section as below.

Type of report*
Report from study

Study type *
Clinical trials

The field for ‘Does this case fulfil the local criteria for an expedited report?’ in the ‘Admin’
section should always be selected to ‘yes’ as SUSARSs are to be reported in an expedited

manner.
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Please note, that to align with the use of the Clinical Trials Information System (CTIS), the
‘Study Name'’ field in the ‘Reporter’ section must follow the format below where any of the
three reference numbers must precede the abbreviated study name:

‘IRASID/EudraCT/EUCT number#abbreviated study name’.
NB. For ICSRs there are two report numbers that can be populated, ‘Regulatory

authority's case report number’ or ‘Other sender's case report number’. Please fill in
the correct field as per the table below:

Field Report type
Regulatory authority's case report number Regulatory Authority Report

Other sender's case report number’ Company Report

Full details about the fields in the form, the permitted values and field lengths can be found
in the International Conference on Harmonisation E2B R2 schema: ICH ICSR Specification.

Follow-up information for SUSARs previously submitted via the eSUSAR website must refer
to the eSUSAR report’'s XML file field ‘authoritynumb’ where the number has been auto
created. This value must be entered in the ICSR field 'Regulatory authority case report
number'.

For initial SUSAR reports submitted using ICSR Submissions, please complete the field
'‘Other sender's case report number' with the value created by your organisation.

As you complete the form, validations will be applied to fields. If the information entered in
the field fails the validations, you will see a message highlighting this in red underneath the
field in question. Examples of such validation warnings include the following:

Type of report ®

Field is required

GBR-TEST-123

Must be in correct format: (Country Code)-(Companyj-(text) e.g. GB-COMPANY 1-2.354
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https://admin.ich.org/sites/default/files/inline-files/ICH_ICSR_Specification_V2-3.pdf

As you scroll through the form you can expand and minimise different sections using the +/-
icon on the right-hand side of the section title bar.

REPORTER

Some aspects of the form are repeatable (e.g. reaction), so should be edited/expanded by
selecting ‘add’ which will load a series of fields relating to that section.

REACTION

ADT

Once the required fields are completed, you can select ‘add’, which will add the section and
take you back to the main form.

EENATHE HEADANHE
HEALIALHE BRl,

FRaT

ALK

You can then add repeats of the section if required.

If you want to edit or delete a previously completed section, this can be done by clicking the
pencil or bin icon found at the right-hand side of the section.

ADD

Please note, for Drugs not found in the MHRA drug list using the search function, please
enter the drug as free text. On submission, the MHRA will add the drug to our internal drugs
list to be included in the next periodic update.

For SUSAR reports, the seriousness criteria listed in the ‘Reports’ section must have at least
one selected as ‘yes’ to align with the definition of a SUSAR:
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REACTION —

Reaction * Results in death

1. Heart attack - Cardiac arrest e [ ]

2. Hallucinating - Hallucinating /° i

ADD

Life threatening Caused/prolonged hospitalization
Yes v |Yes v
Disabling/Incapacitating Congenital anomaly/birth defect
No v No .

When reporting SUSARS, causality assessments for each drug/reaction must be provided by
both Sponsor and investigator. The ‘Causality Assessment’ section can also be edited by
selecting ‘add’ which will enable the reporter to provide further assessments per drug/event:

CAUSALITY ASSESSMENT -

Aspirin *

1. Cardiac arrest - Sponsor - MHRA - Not

g
related 4
2_Hallucinating - Sponsor - MHRA - ,.

Related

ADD
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Once all fields have been completed with assessments from both Sponsor and investigator
for each drug/reaction you can select ‘add’, which will add the section and take you back to

the main form:

Aspirin X
Cardiac arrest v
Investigator MHRA
Related
ADD

Once the form is completed, you should select ‘Validate & Send’ at the bottom of the form.
This will send the ICSR or SUSAR to the MHRA. If the validate and send option is greyed
out, then a mandatory field is missing, or a field has failed a validation thereby preventing
submission. In this situation you should go through the form to complete the required
information.

EXPORT ML

"WALIDATE & SEMD

ICSRs and SUSARs submitted via ICSR submissions can be tracked via the ‘Report
Management’ page including acknowledgement status (please refer to section 3).
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Saving Draft Reports

As you create a new report, you can save a draft as you go by selecting the ‘Save Draft’
option in the top right-hand corner of the form.

LOAD EXISTING SAVE DRAFT

After doing this, a pop-up will appear giving you the option to either continue editing the
report or to close the report and return to the ICSR submissions dashboard.

Draft Report Saved

You can access this report through Report Management

CONTINUE EDITING ‘ CLOSE REPORT

Saved drafts can be accessed via the ‘Report Management’ screen (please refer to section
3).

Loading Reports

If you wish to create a report based on an existing E2B R2 XML, you can import this into the
form using the ‘Load Existing’ option in the top right-hand corner of the form.

LOAD EXISTING SAVE DRAFT

Any XML which is imported into the from will automatically have the sender ID updated to
match the organisation to which you are logged in. Therefore, if you have access to multiple
organisations, please ensure you are logged in to the correct one before loading.

If using this option to follow up a previously submitted report via the eSUSAR website,
please ensure the sender ID matches to your new ICSR organisation account prior to
loading.
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On selecting this option, you will be able to select a file from your file browser.

= E5R Submissions " MHRA
d BACK Edit Raport LOAD ExISTeed m
r ot
&0~ . -
§ ﬁ
[ L rary
- n -

1745678

Sponlaneous
T e et

4 - o - ] - T

Loading a report will clear the form and repopulate fields.

Note: A small number of E2B R2 fields are not supported in the R2 report form, and if
these are present in the XML you are attempting to load, a warning will appear to alert
you to this. If present, the fields in question will be highlighted in the warning
message and will be ignored if loaded.

Report Load Warning

There were fields in your XML that this report does not support, and as a result will be ignored
parentpastdrugtherapy
senderdiagnosismeddraversion

senderdiagnosis

Loading a report will clear the form and repopulate the fields. Would you like to continue?

If you attempt to upload a file that is not a valid E2B R2 XML file (e.g. an E2B R3 XML), an
error message will be displayed, and the report will not be loaded.

Load Report Failure

There was an error loading your Report. Please try again

OKAY
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Exporting Reports

You can export an R2 XML as you complete the form. This can be exported both when the

form is incomplete, and when the form is ready to submit.

EXPOST MM

VALIDATE & SEND

Post XML Reports

If you have an existing E2B R2 or E2B R3 XML that you would like to send to the MHRA,
you should select the ‘Post XML Reports’ tile.

POST XML REPORTS

On selecting this option, you will be able to select a file or multiple files from your file

browser.

ICSR Submissions

4 BACK

Reports

M Desktop
¥ Downloads
NE| MHRA

<» Recent Places

Libraries
*. Documents
& Music
& Pictures

8 videos

& Homegroup

File name:

—
ibraries » Documents » ICSR Submissions
=

“, Documents library

o | CASELxml
o | CASE2xml
o CASE3xml

~ XML Documemnt
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Once you select the file you wish to post, a success message will be displayed to confirm it
has been sent.

Transfer COITIP'BtE FILE DETAILS STATUS

All files were successfully transferred. GBMAHTEST1-3A7B20- —
145957.xml
GB-MAHTEST1-3A7B20- - .

VIEW FILES 145958 xml

ICSRs and SUSARs posted via ICSR submissions can be tracked via the ‘Report
Management’ page, including acknowledgement status (please refer to section 3).

If your file does not follow E2B formatting guidelines, the file will fail to send, and an error
message will be generated.

FILE DETAILS STATUS
GB-MAHTEST1- There was an
TEST.xml error uploadi..

You cannot upload a report for an organisation you are not logged in to. If the sender ID in
the XML does not match the sender ID associated with the organisation on ICSR
Submissions, an error message will be displayed.
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Section 3: Managing Reports

ICSRs and SUSARs sent to the MHRA

Reports sent to the MHRA, and draft reports can be tracked in the ‘Report Management’
screen.

REPORT MANAGEMENT

= ICSR Submissions
4 BACK Q  Looku

Status . Report S Dato From Daie To

Please select ~  Please select - Please select - 14/06/2022 @ ddimmiyyyy 5] o
DATE SENDER USER REPORT TYPE MESSAGE NUMBER SAFETY REPOR STATUS
211062022 1535 MAHTEST1 firstname lastname Standard E2B ICH R2 medicines form GB-MAHTEST1-3A7B20-145356-20220404-10380 . GB-MAHTEST{-3A7B20-145980 SUBMITTED
211062022 15:34 MAHTEST1 firstname lastname Standard E2B ICH R2 medicines form GB-MAHTEST1-1A7B20-145956-20220404-10390.. GB-MAHTEST{-3A7B20-145950 SUBMITTED
21/06/2022 15:33 MAHTEST1 firstname lastname Standard E2B ICH R2 medicines form GB-MAHTEST1-A7B20-145956-20220404-10394..  GB-MAHTEST1-3A7B20-145958 SUBMITTED
211062022 15:32 MAHTEST1 firstname lastname Standard E2B ICH R2 medicines form GB-MAHTEST1-3A7B20-145956-20220404-10393. GB-MAHTEST1-3A7B20-145957 SUBMITTED

110612022 1531 MAHTEST1 fistname lastname Standard E2B ICH R2 medicines form GB-MAHTEST1-3A7B20-145956-20220404-10394  GB-MAHTEST1-347B20-145958 SUBMITTED

2110672022 15:31 MAHTEST1 firsname lastname Standard E26 ICH R2 madicines form GB-MAHTEST1-3A7B20-145956-20220404-10393. . GB-MAHTEST1-347B20-145957 SUBMITTED

You can look up specific reports by searching for either ‘message number’ or ‘safety report
ID’ using the search function.

ICSR Submissions

MHRA

4 BACK Q i
Please select ~  Please select ~  Please select - 14/06/2022 B da/mmiyyyy o
3 SENDER USER REPORT TYPE MESSAGE NUMBER SAFETY REPOR’ STATUS
21/06/2022 15:35 MAHTEST1 firstname lastname Standard E2B ICH R2 medicines form GB-MAHTEST1-3A7820-145956-20220404-10380.. GB-MAHTEST1-3A7B20-145980 SUBMITTED
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You can filter reports on ‘status’, ‘report type’, ‘report source’, ‘date from’ and ‘date to’. As a
standard the ‘date from’ filter will automatically have one week prior selected. Please remove
or edit this if searching for cases outside of this window.

Status

.}
[
]
LA
(48]
I
[
fah]
1
—

H DRAFT

SUBMITTED

ACK SUCCESS

The acknowledgement status of a report can be seen in the ‘Status’ column.

ACK SUCCESS

SUBMITTED

SUBMITTED

See the table below for information on the four different options found in the ‘status’ column:

Status Explanation
Submitted Report submitted to the MHRA. No acknowledgement received yet
Ack Success Report submitted to the MHRA. Positive acknowledgement (01 ack)

received

Ack Fall Report submitted to the MHRA. Negative acknowledgement (02 ack)
received

Draft Draft report saved from the new report form

If you have not received an acknowledgment within 72 hours of submitting an ICSR or
SUSAR, contact E2B.support@mhra.gov.uk, including information on the filename, message
number and senderreportID, as well as attaching the XML file.

For reports with the status ‘Ack Fail’ please click ‘view ack’ and then ‘open’. Under ‘error
message or comment’ the reason/s for the submission failure can be seen. The error will
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need to be addressed by ‘updating’ the report and manually correcting the field referred to in

the error message, before re-validating and sending the report to the MHRA.

4 BACK

DATE

14/04/2022 01.02

14/04/2022 01.02

Please select -

Q, GB-MAHTEST-UATINITIAL1|

Report Type Report Source

Please select ~ Please select

Date From Date

~ dd/mm/yyyy

dd/mm/yyyy

(-3

SENDER

MAHTEST1

MAHTEST1

USER

Emily Tester

Emily Tester

REPORT TYPE

Standard E2B ICH R2 medicines form

Standard E2B ICH R2 medicines form

MESSAGE NUMBER

GB-MAHTEST-UATINITIAL1

GB-MAHTEST-UATINITIAL1

SAFETY REPORT ID

GB-MAHTEST-UATINITIAL1

GB-MAHTEST-UATINITIAL1

STATUS

ACK FAIL

ACK FAIL

GB-MAHTEST-UATINITIALT @

Created At: 13/04/2022 15:04

Report ID: bbddcf1d-41ba-49ee-9087-02806796b405
Report Type: Standard E2B ICH R2 medicines farm
Report Configuration: None

Report Configuration Version:

Report Configuration Type:

Status: ACK FAIL

‘ VIEW ACK H EXPORT XML ‘ UPDATE

SAFETY REPORT ACKNOWLEDGEMENT -

SAFETY REPORT ID
GB-MHRA

LOCAL REPORT NUMBER

OTHER SENDER’S CASE REPORT NUMBER

ACKNOWLEDGMENT CODE FOR A REPORT *
Report not loaded

SAFETY REPORT VERSION NUMBER

REGULATORY AUTHORITY'S CASE REPORT
NUMBER

GB-MHRA

RECIPT DATE
20220101

ERROR MESSAGE OR COMMENT

1 - ERROR - Value of patient/parent/parentage should be less
than or equal to 120; 2 - ERROR - patient/parent/parentage -
Age is invalid
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You can also view saved draft reports by filtering status to ‘Draft’. If you want to continue
editing a draft report, select the report and select ‘update’ to view the editable draft form. You
will then need to select ‘Update’ in the top right-hand corner of the report form.

ID: 96d5ec8d-46f0-4fa2-a637-5e3abbdac5le

30082018 12:07
Safety Report ID: GB-DRAFTEXAMPLE-D001

File: R2

DELETE

w®
o

ICSR Submissions s MHRA
View Report

ADMIN -

SENDER'S SAFETY REPORT UNIQUE IDENTIFIER *
GB-DRAFTEXAMPLE-DO01

ICSRs received from the MHRA

ICSRs received from the MHRA can also be tracked in the ‘Report Management’ screen.
Please note this section does not apply to SUSARs where only acknowledgements of receipt
should be expected following submission of the report.

ICSRs sent by the MHRA, which are Anonymised Single Patient Reports (ASPRs), can be
identified by the sender column ‘MHRAUK’. An organisation will need to manually
acknowledge each ICSR successfully received which will send an ack back to the MHRA. It
is expected that all ICSRs sent by the MHRA will be acknowledged within 2 business days.

We suggest that companies check for cases daily to weekly to ensure that where cases
need to be forwarded on timelines are met.

To acknowledge an ICSR you must first select the report.

27092019 23:03 MHRAUKTEST 38745708 GB-MHRA-ADR 24420523 SUBMITTED

270972019 15:53 MHRAUKTEST 38743808 GB-MHRA-ADR 24420573 ACHK SUCCESS
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This will provide the option to ‘Create ack’ which you should then select.

GB-MHRA-ADR 26190046

Created At: 18/06/2022 01:06

Report Configuration: None

Report Configuration Version:

Report Configuration Type:

Status: SUBMITTED

Report ID: ee900df0-d4c5-406b-975¢-da9daa7491b1

Report Type: Standard E2B ICH R2 medicines form

[n]

CREATE ACK || EXPORT XML ‘ UPDATE

The ack will then need to be completed.

4 BACK

Create Ack

MESSAGE ACKNOWLEDGEMENT

Transmission acknowledgament code "

SAFETY REPORT ACKNOWLEDGEMENT

Some of the fields will be pre-populated. You will need to enter details for the
acknowledgement message number, transmission acknowledgement code,
acknowledgement code for a report. If the report failed, then an error message or comment

should also be added.
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e Acknowledgement message number: This field is up to the discretion of the MAH and
is often filled with your internal reference number.

e Transmission acknowledgement code: This is a drop down where you acknowledge
whether or not you received the ICSR correctly. See the table below for the different
options available.

Transmission acknowledgement code ™

Please select

All Reports loaded into database

ICSR Error, not all reports loaded into the database, check section B

SGML parsing error, no data extracted

Status Explanation

All reports loaded into Have been able to successfully download the ICSR received from

database MHRA and have successfully loaded onto pharmacovigilance (PV)
database

ICSR error, not all Have been able to successfully download the ICSR received from the
reports loaded into MHRA however, have not loaded onto PV database (provide reason
the database. check [N error message or comment field)

section B
SGML parsing error, Unable to download or load into PV database (provide reason in error
no data extracted message or comment field)

e Acknowledgment code for a report: Confirm whether the ICSR has been successfully
loaded onto the PV database. If selecting ‘Report not loaded’ please leave a concise
reason as to why the report has not been loaded as this is what the MHRA will use to
review the failed ack.

Acknowledgment code for a report *

Please select

Report loaded successfully

Report not loaded

Once you have completed the ack you can select ‘Validate and Send'.
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Section 4: Resources

You can access resources relating to ICSR submissions via the ‘Resources’ tile on the

dashboard or burger menu.

RESOURCES

Resources will host documents, such as guidance materials to support using ICSR
Submissions. Select ‘View’ to download the document.

4 BACK

FAQs - ICSR Submissions.pdf
pdf

User reference guide - Individual Case Safety Reports (ICSR) submissions.pdf

pdf

Resources

VIEW

VIEW
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Section 5: User Management

If you are an organisation lead, users associated with your organisation can be viewed by
selecting the ‘User Management’ from the dashboard or burger menu.

0°
-

USER MANAGEMENT

You can search for specific users using the ‘look up user’ search function.
You can filter users based on ‘organisation’ (if you are an organisation lead with access to
multiple organisations), ‘role’ and ‘deactivated status’.

4 BACK

bl D Srwmied

haME ROLE ISR M O e B A TR

LEER ]

As an organisation lead you can view and edit user details including ‘personal details’, and
‘role and organisation’ by selecting the user.

« BACK TEST USER
" ' DE-ACTIVATE
PERSONAL DETAILS
TITLE FIRST MAME *
LAST NAME EMAIL *
ROLE AND ORGANISATION(S)
ROLE SELECT ORGAMISATION(S)
widaid LAHTEST
SELECT PROFESSION
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You can view your own details either by selecting yourself from the ‘User Management
screen’ or by selecting ‘My Profile’ from the burger menu. If you wish to edit your personal
details, you should either contact your organisation lead (if you are a standard user) or emalil

ICSRtesting@mhra.gov.uk.

DASHBOARD

REPORTS

REPORT MANAGEMENT

RESOURCES

USER MANAGEMENT

PRODUCTS

NOTIFICATIONS

Org Lead
MAHTEST
01.177v13

MY ORGANISATION

[ MY PROFILE I

SIGN OUT

Creating New Users

If you are an ‘organisation lead’, you are responsible for creating user accounts for others in
your organisation(s) who require access to ICSR submissions.

You can create new users by selecting ‘Add new user’ and entering their details. Personal
details are required including their email address which they will use to login to the system.

ADD NEW USER

When creating users, you must select their role from either ‘Organisation Lead’ or ‘Standard’,
depending on the access required.
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Organisation leads can create new users whereas standard users cannot.

ROLE AND ORGAMNISATION(S)

Drganisation Lead

]

et WORD

You must also create a password for the user. Passwords must have at least one capital
letter, have at least one numeric character, and be at least 9 characters.

PASSWORD

Once all details are filled in you should select ‘Create User’.

CREATE USER

Once the user is created, you will need to provide them with their login details (email and
password).

New users should be encouraged to update their password when logging in for security
purposes.
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Organisations can have more than one organisation lead. As an organisation lead, you can
upgrade standard users to organisation lead by editing their profile.

i BALCK

TEST USER

PERSOMAL DETAILS

TITLE FIRST MAME *

LANT MANNE EMAIL

IGANISATION(S)

Deactivating Users

As an organisation lead, if you wish to deactivate standard users who have left your
organisation, you can do so by choosing the desired user and selecting ‘De-activate’. If you
require the deactivation of an organisation lead account, please contact
ICSRtesting@mhra.gov.uk with the email address of the account you wish to deactivate.

DE-ACTIVATE

Confirm De-Activation

Are you sure you wish to de-activate this account?

CANCEL CONFIRM

Users can be reactivated if desired by selecting ‘re-activate’.

BACK TEST USER
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Deactivated users can be viewed in the ‘user management’ screen by selecting ‘Include
deactivated’. Deactivated users will appear greyed out, with a ‘@’ symbol to the left of their

name.

Include Deactivated
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User accounts which are not used for 6 months are automatically deactivated. It is not
possible to reactivate these accounts with an Organisation Lead account. To reactivate
these accounts please contact ICSRtesting@mbhra.gov.uk and quote the email address you
wish to reactivate along with the organisation(s) associated with that account.
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Section 6: Associating Users to Multiple
Organisations

Users can be associated with multiple organisations in order to submit and receive reports
on behalf of multiple organisations. For example, this can be used by Contract Research
Organisations (CROSs) or third-party users. Once a user is registered to multiple
organisations, they can choose which organisation they wish to log in as by selecting from
the drop-down list once they have entered their user email and password.

Organisation leads can add users to some or all organisations that they are associated with.
When setting up a new user, to add a user to more than one organisation you can simply
click on all the required organisations from the ‘Organisation(s)’ drop-down. To edit a user
from one associated organisation and add them to another associated organisation you can
click on the user in ‘User Management’ and edit their ‘Role and Organisation(s)’ section.

In ICSR Submissions ‘organisations’ refer to individual Sponsors. Therefore, for a CRO to
report on behalf of several Sponsors, CRO users need to each be associated to the Sponsor
organisation/s they are reporting for. Upon logging in, the user can then select which
organisation they are reporting for, and the reports will be submitted under the Sponsors
‘organisation’ account, where they can also be viewed.

ROLE AND ORGANISATION(S)
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If an ‘organisation lead’ wishes to add a user that was initially set up by an organisation lead
from another organisation they will need to contact ICSRtesting@mhra.gov.uk in order for
one of our team to add this user to your organisation.
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Contact Details

If you are experiencing issues with ICSR submissions, or have any questions, please email
details of your questions to ICSRtesting@mbhra.gov.uk.

For issues relating to missing or failed Acks and missing ASPRs please contact
E2B.Support@mbhra.gov.uk.
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