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User reference guide — Gaining access to MHRA Submissions

This document is for those who want to set up user access to medicines and e-cigarettes.

This is the process for the initial company administrator. The administrator can add additional
administrators, internal users and external consultants. Please see the user reference guide
‘Managing users on MHRA Submissions’ for further information on this process.

You will require access to MHRA Submissions if you want to submit the following:

All medicines regulatory activities
Medicines clinical trial applications
E-cigarette notifications

Broker registrations

Prior to registration please ensure:

You have been given sole permission to act as the first responsible administrator on
behalf of hahy Ldompdiies Wit \\dfe dregistefing {relgistefifiy 248 Your company’s
administrator without permission could cause unnecessary confusion and delays to
your company’s operational activities).

You have your 5-digit company number(s) if you have previously submitted to the
MHRA. (If you have not submitted to the MHRA, please emalil
reference.data@mbhra.gov.uk as you will need to register as a new company prior to
beginning this process).

All third-party consultants/consultancies have their own 5-digit company number and
have registered for MHRA Submissions using that number.

New users will be directed straight to the MHRA account request page via the following link:
https://mhrabpm.appiancloud.com/suite/plugins/serviet/reqgistration
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Step 1:

You will be directed to the MHRA Account Request page where you will fill in your
organisation’s details. Only complete mandatory fields.

MHRA Account Request

MHRA

Regulating Medicines and Medical Devices

Organisation details

organisation name

Training Guide 123

Address line 1

Address 1

Address line 2 (optional)

Address 2

This publicatiesweas-withdrawn on 31 Jandyary 2020

Address 3

Address line 4 (optional)

‘ Address 4| ‘

Select ‘Other’ from ‘Company Type’ drop-down menu.

Then select ‘Authorised Representative’ from the ‘Organisation Role’ drop-down menu.

Town/City

London

County/State/Province (optional)

Middlesex

Country

United Kingdom v

Postcode

AB1CD2

Website address (optional)

ww.yourorg.co.uk
Company type
Other v

Organisation role

Select v

Select

Authorised Representative
Manufacturer

Distributor

Regulator

Blood Organisation
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Please fill out your ‘User details’ here.

Note: the email address you use here will be your username for MHRA Submissions. All
future communications related to user access management will be sent to this address.

User details
Email address
2801demo@gmail.com

Title (optional)

Dr. v

First name

First

Last name

Last

Job title (optional)

Telephone number (Please enter your phone number without any spaces)

02071231234

This publication was withdrawn on 31 January 2020

Select the first ‘primary reason for requesting an MHRA account’ then confirm you agree
with the MHRA terms and conditions.

What is your primary reason for requesting an MHRA account?

® All submissions not related to Medical Devices or Bleod Quality & Safety

= 7 = ]

Terms and Conditions

¥ I have read and agreed to the MHRA Terms and Cenditions

Help us make sure you are not a robot

e # _ 1| You mustthen confirm you are
not a robot (1) before clicking 2

- ‘Submit’ (2). \C
Cancel Submit

Note: if the below error message appears, it is likely due to your own security permissions or
network security settings. You may need to try connecting to your corporate network and re-
entering your account details. This should resolve the error. If you are still having issues with
submitting your account details please contact submissions@mhra.gov.uk.

m

Sl

Medicines & Healthcare products
Regulatory Agency

our registration request has failed, please try again. If you are experiencing further trouble please contact submissions@mhra.gov.uk
http://www.mhra.gov.uk
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You will then be notified that your account has been submitted.

e,
L&
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. ee®
° . Regulating Medicines and Medical Devices
Your Account has been submitted
Your account request has been submitted. MHRA will review your reguest and confirmation of outcome
will be emailed on completion.
hitp:/fwww.mhra.gov.uk
Step 2:

An email will be-pans tg,the; emal addiessyouRatRredPrevioyshiuary 2020

Microsoft Invitatio. You're invited to the MHRA Staging organization

Click the ‘Get Started’ link to begin Microsoft Security Authentication.

You're invited to the MHRA Staging organization neex

Microsoft Invitations <invites@microsoft.coms Unsubscribe
ieme -

You've been invited to access applications in the

MHRA Staging organization

=

Return to the above link at any time for accass,

This email has been sent on behalf of the MHRA Staging organization. Please act on this email only if you trust the
MHRA Staging organization. This email may have advertising content. You can unsubscribe from future imvitations from
the MHRA Staging organization at any time. See Microsoft organization privacy statement to learn more about how
Microsoft handles your data.

Faciiester] by : Microsoft Corporstion, One Micrseft Wy, Redme 2 = Microsoft
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Step 3:

Select ‘Next’

B8 Microsoft

Create account

Looks like you don't have an account with us. We'll
create one for you using 2801demo@gmail.com.

This publication was withdrawn on 31 January 2020

You will be asked to create a password for your MHRA Submissions account, then click
‘Next'.

BB Microsoft
« 2801demo@gmail.com

Create a password

Enter the password you would like to use with your
account.

srssensne

MNext

Select 'Never’ if you do not want your browser to save your password. You will be requested
to log in with your details in the future.

Save password?

Username

Password = =eeee ©

m
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Confirm your ‘Country/Region’ and your ‘Birthdate’ (users must be over the age of 13 years
old — this is a standard Microsoft age verification) and select 'Next'.

B® Microsoft
& 2807demo@gmail.com

Create account

We need just a little more info to set up your
account.

Country/region

United Kingdom v
Birthdate
Month v Day v Year v

This publication was withdrawn [ EEauary 2020

You will then be requested to verify your email address. A code will be sent to the email
address you are registering with.

B® Microsoft
& 2807demo@gmail.com
Verify email
Enter the code we sent to 2801demo@gmail.com. If
you didn't get the email, check your junk folder or

try again.

Enter code

| | would like information, tips, and offers about
Microsoft products and services.

Choosing Mext means that you agree to the Microsoft Services
Agreement and privacy and cockies statement

Next
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Click the link you have been sent from Microsoft.

Microsoft account t. Verify your email address -

The email will contain a four-digit code.

Verify your email address Inbax x

Microsoft account team =account-security-noreply@accountprotection.microsoft. come
tome =

Microsoft account
Verify your email address

To finish setting up your Microsoft account, we just need to make sure this email address is yours.

This publication wa[%ithdrawn on 31 January 2020

To werify your email address use this security code

If you didn't request this code, you can safely ignore this email. Someone else might have typed your email address by mistake

Thanks

Enter this code into the Microsoft Verification page and deselect the tick box if you DO NOT
wish to receive information, tips, and offers about Microsoft products and services. Then
click 'Next'.

B® Microsoft

« 2801demo@gmail.com

Verify email

Enter the code we sent to 2801demo@gmail.com. If
you didn't get the email, check your junk folder or
try again.

l1?26|

would like information, tips, and offers about
Microsoft products and services.
8643

Choosing Next means that you agree to the Microsoft Services
Agreement and privacy and cockies statement
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You will be prompted to confirm the characters you see on the screen for security purposes.
Simply read the letters (highlighted) and enter them in the character box underneath. Then
click 'Next'.

B® Microsoft
« 2801demo@gmail.com

Create account

Before proceeding, we need to make sure a real
person is creating this account.

’@ ) - New
Mﬁ) s eé_)
j&:‘ S Audio

Enter the characters you see

This publicatiernawas withdrawn on 31 January 2020

Click Accept’ once you have reviewed permissions. You can read more via the drop-down
options.

[ L EYD
ms Microsoft B Microsoft

2801demo@gmail.com « 2801demo@gmail.com

Review permissions Add security info

When you need to prave you're you or a change is
made to your account, we'll use your security info to
contact you.

M MHRA Staging

The organization MHRA Staging would like to: We'll text you the code you'll use to verify your

phone number.
A\ Sign you in
MHRA Staging will be able to sign you into their apps and

Country code
resources.
.~ Read your name, email, and perhaps phota United Kingdom (+44) W
MHRA Staging will be able to read your basic profile (name
and email address, and, if this is an Azure AD account, Phone number
phota).

You should only accept if you trust MHRA Staging. By
accepting, you allow this organization to access and process
your data fo create, control, and administer an account .

staternent. MHRA Staging may log information abaut your
access, You can remove these permissions at

https://myapps microseftcom/mhrastaging.anmicrosaft com.

Enter the access code

7455

Note: The email verification is the regular route. For security purposes, they will occasionally
request a mobile phone verification. You will be asked to submit your mobile phone number
and the verification code will be sent via a text message. This will not be used for
communications by MHRA.
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To complete the user access management process, click ‘Yes’ to automatically proceed to
the next stage. You will be sent to the MHRA Submissions homepage. Your registration is
complete.

i MHRA
2801demo@gmail.com

Stay signed in?

Do this to reduce the number of times you are asked
to sign in,

Don't show this again

.

I'his publication was withdrawn on 571 January ZUZ0U

You will be redirected to the MHRA Submissions homepage.

£ MHRA

Welcome, betty smith Help & Contact

Stage 4:

You will then be returned to the initial landing page. Select ‘Medicines & E-Cigarettes’ to
continue
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5 MHRA

sl o e ey are Mrdes Dreeny

Are you External or Internal Staff

Medical Devices

(Medicines & E-cigarettes]

Select ‘Yes’

MHRA New Organisation Request

Upon completing the below details and submitting the request, you are agreeing to be set up as the initial Organisation Administrator.

[ #MHRA Company _ Yes @No ]
Vmber .

HRA Company Number is your 5-digit company or account number. If you have never made submissions to the MHRA before, please click No'

If your organisation has no?EQljén Q&Ql%ﬁth%%@% e\%'mgeﬁéwg@ng ngaul Janua ry 2020

In ‘Organisation details’, enter your MHRA 5-digit company number.

MHRA New Organisation Request

Upon completing the below details and submitting the request, you are agreeing to be set up as the initial Organisation Administrator.

*MHRA Company @ Yes _No

Number The MHRA Company Number is your S-digit company or account number. If you have never made submissions to the MHRA before, please click ‘No'

Organisation Details

32974

Please select the correct company details below or enter another MHRA Company Number

Your company name will be displayed, please select this to display details shown.

Select 'Commercial’ under ‘Organisation Type’ (note: clinical trial non-commercial sponsors
should select ‘Non-commercial’).

Although ‘Company Director Details’ is a mandatory field, you can enter either details of your
local or global company director here. This information will not be validated by the MHRA.

Finally, select ‘Complete Registration’.
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Company Name Country
[ TEST COMPANY PLC ] UNITED KINGDOM

Organisation Name TEST COMPANY PLC

Company Website

* Organisation Type @ Commercial  Non Commercial ]

MHRA Company™ 32972
Number

OMS Organisation ID OMS Location ID

Company Administrator Details

First Name Firstname Last Name Lastname

Email testcompany@tmails.co.uk Telephone 02030000000

Company Director Details

[t First Name  First *Last Name Last ]

[ COMPLETE REGISTRATION ]

Upon completing%swprtégg r%“grrgyvgggvmwthd{ﬁwn 8@. 31 January 2020

MHRA New Organisation Request

Your Registration has been submitted, MHRA will process your request. Please logout and await confirmation emil

Step 5: Account completion

You will receive a confirmation email stating that you have access to MHRA Submissions.

The link highlighted below will take you to MHRA Submissions homepage.

“Your MHRA account has been created” Inbax x

Diear First Last,

“four MHRA Submissions Access has bean complated.

Login to the Submission portal is via the following LZEL['T.H:;:"”I'ra:es‘..a:_oiaﬁcl:uc.ccm sute ]

“Your username is: 280 1demo@gmail.com
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User reference guide — adding additional companies as admin

Once you have successfully registered as an administrator for one company, you can
continue to register additional companies within your company group. You must ensure you
have been given permission to become admin for all companies within your organisation.

Step 1:

Once you have logged into the MHRA Submission landing page, click on the “User
Management” tile

ALPHA Release This is a new service - your feedback will help improve it
Please do not click the browser's back button. Navigate using the buttons provided by the application.
Welcome, Firstname Lastname Help & Contact

User Management Announcements (3)

Management of user details by company administrators Portal for general announcements

®
FAQs

Frequently asked questions

ed
Help and Support

General information and contact

y
Manage my
subscriptions

Enabling / disabling email announcement notifications

Homepage /
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Step 2:
Click “Add New Organisation”

Maintain Organisations and Users

Organisation Users

List of Users enrolled for organisation ID : 32974 : TEST COMPANY PLC

Select the User to Modify. The logged in user cannot be selected for modification.

UserlD T Email Status Admin

testcompany@tmails.co.uk testcompany@tmails.co.uk ACTIVE true

ADD NEW USER | ADD EXTERNAL USER
CLOSE || ADD NEW ORGANISATION l

This publication was withdrawn on 31 January 2020
Step 3:

Select the “Yes” radio button under “MHRA Company Number”
Enter the required company 5 digit number you wish to register and hit return

Click on the company when it appears

MHRA New Organisation Request

ubmitting the request, you are agreeing to be set up as the Initial Qrganisation Administrator.

*MHRA Company @ Yes | No

Number The MHRA Compagly Number is your 5-digit company or account number. If you have never made submissions to the MHRA before, please click 'No'

Organisation Details

33125

Please select the correct company details below or enter another MHRA Company Number

Company Name Country

[ TEST COMPANY LIMITED ] UNITED KINGDOM

Company Administrator Details

First Name Firstname Last Name Lastname

Email testcompany@tmails.co.uk
Company Director Details

*First Name  First *Last Name Last
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Step 4:

Select 'Commercial’ under ‘Organisation Type’ (note: clinical trial non-commercial sponsors
should select ‘Non-commercial’).

Although ‘Company Director Details’ is a mandatory field, you can enter either details of your
local or global company director here. This information will not be validated by the MHRA.

Finally, select ‘Complete Registration’.

Organisation Details
33125
Please select the correct company details below or enter another MHRA Company Number

Company Name Country
TEST COMPANY LIMITED UNITED KINGDOM

Organisation Name TEST COMPANY LIMITED

cmparywerste _This publicatjon was withdrawn on 31 January 2020

*Organisation Type @ Commercial  Non Commercial
ompany 33125

Number

OMS Organisation ID OMS Location ID

Company Administrator Details

First Name Firstname Last Name Lastname

Email testcompany@tmails.co.uk

Company Director Details

[ *First Name  First *Last Name Last |
COMPLETE REGISTRATION

Step 5:

Upon completing the registration you will receive the below message

MHRA New Organisation Request

[ The new organisation has been registered successfully. ]
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Step 6:

Returning to the user management page you will see your list of register companies and
where you have admin rights.

From here you can continue to add more companies within your organisation.

Maintain Organisations and Users

Status

The organisation is added successfully.

Organisation Users

List of Companies enrolled: Firstname Lastname

Select the company to view the list of users

Organisation ID Organisation Name 1 Admin
33125 TEST COMPANY LIMITED true
274 This publication wag*withdrawn on 31 January 2020 w

CLOSE | ADD NEW ORGANISATION





