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This Guideline is intended to provide instructions on how to raise and manage a Non-Compliance in
Q-Pulse. Step by Step instructions are detailed below with the intention of enabling an individual to

navigate the process.

The Non-Compliance logging process can be accessed from the CAPA module, this appears on the
front Launchpad in the Q-Pulse Application. The first step is to expand the CAPA banner to reveal the
options shown below and select the “New” option which expands to then allow you to select “From
Wizard”. This will then provide a final list from which you can select “Escalated Non Compliance”.

o LaunchPad <Admin, PG>
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This action will then open the front screen of the Non-Compliance Wizard, to continue select “Next”.

Escalated Non Compliance Wizard
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Welcome to the Escalated Non
Compliance Wizard

Next> | Cancel |
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This will then lead to the next window of the wizard which presents you with a number of fields to
be populated, the first box is a space for a free text description of what the reported issue is. This
allows you to provide a sufficient level of detail for others who may later read the details of this Non-

Compliance to understand and follow the details

Details

Fault Category

Severity

Escalated Non Compliance Wizard

Escalated Non-Compliance

< Back

Next >

Cancel

The “Fault Category” field is a drop down list in which the fault can be categorised in a broad
manner, this allows for later reviews of trends. The available options are grouped under the header
of “Escalated Categories”, in the event an appropriate option is not available you may select “other”

from the list and a new category can be added.

Fault Category

> AUDIT CATEGORIES
~ Escalated Categories

Administration Error
Amendments
Approvals
Causality

Conflict of Interest
Consent

Contracts
CRF/eCRF

Data

Delegation
Documentation
Dosing

Eligibility

End of Trial

Escalated Cateqgaries),
Escalated Categories),
Escalated Categories)
Escalated Categories),
Escalated Categories),
Escalated Cateqgaries),
Escalated Categories),
Escalated Categories)
Escalated Categories),
Escalated Categories),
Escalated Cateqgaries),
Escalated Categories),
Escalated Cateqories),
Escalated Categories),

4
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The final field to be completed on the first page is the classification of Severity, as standard it will
only be Category 3 or 4 non-compliances reported in this way. From the drop down list you must
make the appropriate selection.

severity

Category 1
Category 2
Category 3
Category 4

Once all 3 fields have been completed, select “Next” to continue to the next page. All fields are
mandatory and must be completed before continuing.

The next page will then have 3 fields to populate, the status field should be pre-populated and
source will have a place holder of “escalated”.

Escalated Non Compliance Wizard 4

Escalated Non-Compliance

Source

=scalated v

Raised By Person

Status
Open v

< Back Next > Cancel
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The first field with the title of “Source” will default to being pre-populated with “Escalated”, from
this you must then drill down and select from the available options. If it is a standard Non-

Compliance then this option may be selected, alternatively if the Non-Compliance relates to Systems
or is a Serious Breach these options may be selected.

Source

> Audit

v Escalated
Non-Compliance Escalated\
Serious Breach Escalated\
Systems Escalated\

» Feedback

» Monitoring

Vendor Assessment

Vendor Exception

The next field is to state who the non-compliance was raised by, this is the person who has reported
the issue to Sponsor. If the non-compliance was reported by the monitoring team it will be the name
of the Monitor who reported it for example. There is the option to type the name directly (starting

with surname), select from the drop down list, or by pressing the button with 3 dots perform a
search.

Raised By Person
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The final option will open a search window in which you can perform a search for the name of the
individual, if a name is not avilable then they are not currently registed on Q-Pulse. New names can
be added to Q-Pulse by appropriate users as detailed in Appendix A.

Q Search for Person b33
Show Users Only

Department

Any v
Group

Any v

Keyword h

4 Search X

Full Name Department [ Organisation

MNew... OK Cancel
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The final field to be populated is the “Status” field, this will default to be prepopulated with ‘open’
and should be left at this. Press “Next” to continue to the next page.

Escalated Mon Compliance Wizard £

Escalated Non-Compluance

Source
Serious Breach -

Raised By Person

User, O-Pulse L

Status
Open »

< Bk Méxt > Cancel
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The next page will then have 4 fields of information to be completed, the first is an opportunity to
highlight the area which the non-compliance will be raised against. In the event the Non-Compliance
is to be raised on an area internal to R&I you must select “Department” and select the appropriate

area from the drop down list.

Escalated Non Compliance Wizard

Escalated Non-Compliance

Raised Against (Department or Supplier)

@) Department *) Supplier

Trial

Sponsor Name

Owner

Next >

Cancel

If the Non-Compliance is to be raised agianst aNHS GGC site/department external to R&I or an
external participating site or Vendor you must select “Supplier” and then select the button with 3
dots to open a search box and find the appropriate 'Supplier’.

Escalated Non Compliance Wizard

Escalated Non-Compliance

Raised Against (Department or Supplier)

") Department @) Supplier

Trial

Sponsor Name

Owner

Next >

Cancel
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The following search box will allow you to search for the required site using specific keywords and
then select the appropriate one from the list. If the desired site is not available from the list they can

be added by a user with appropriate access rights, this is detailed in Appendix A.

9 Search for Supplier

Keyword
queen elizabeth

Description

Site 1
Site 2
Site 3
etc

MNew...

OK.

e

b

Search X

Cancel
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Once the appropriate ‘supplier’ has been selected, as this is external to R&I, you will then have the
ability to select a contact from the site — this mayshould be the person reporting the non-complaince
to the Sponsor or the point of contact at this location if reported by another source.? This will be a
list of names of contacts associated with the site and can be selected from a drop down list.

Escalated Mon Complance Wizard 2

Ezcalated M.ﬂ'r;ﬁdl‘:

Raised Against (Department or Supplier)
Department @) Suppler

NHS Greater Glasgow and Clyde -... -

Person 1 MNHS Greater Glasg... =
Persan 2 MHES Greater Glasg. ..
Persan 3 NHES Greater Glasg. ..
Parsan 4 MHS Greater Glasg. ..
Persan 5 M5 Greater Glasg... ™
*
Owner

< Bawck Mext » Cancel
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The next field is to select the trial which the Non-Compliance relates to. This can be achieved by
expanding the drop down list and making the appropriate choice to select the trial in question. In the
event the non-compliance relates to multiple trials, you may select one of the trials in question from
the list and detail others in the non-compliance record. As with other fields, if the trial in question is
not present it may be added to the list by a user with appropriate access rights as detailed in
Appendix A.

Escalated Non Compliance Wizard b X4

Escalated Non-Compliance

Raised Against (Department or Supplier)

Department @) Suppher

NHS Greater Glasgow and Clyde -... ***
Person1
Trial
—
> Commercal ‘ ‘
> Hosted
v Sponsored / Co-Sponsored
v CTiw Sponsored / Co-Sponsored)
ATLANTIS GN130ONS1S Sponsored [ Co-Sponsored\CTIMP\
ATTEST 2 GN14NESSS Sponsored [ Co-Sponsored \CTIMP)
BALLAD UK GN120N131  Sponsored [ Co-Sponsored\CTIMP\
BerRex Sponsored / Co-Sponsored\CTIMP\
CeNturlOn GN160N694  Sponsored / Co-Sponsored \CTIMP\
FAK-PD1GNISON133 Sponsored / Co-Sponsored\CTIMP\
GAS 07/AN/D2 Sponsored [ Co-Sponsored'\CTIMP
ICA-GBS GNI2NE462 Sponsored / Co-Sponsored\CTIMP\
ICoSRA GN13RH410 Sponsored / Co-Sponsored\CTIMP\,
IRONMAN GN1SCA150 Sponsored / Co-Sponsored\CTIMP)
LOGS GN120N121 Sponsored / Co-Sponsored\CTIMP\
MASTERS GNOSCA403 Sponsored / Co-Sponsored\CTIMP\
>
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The next field is to select the appropriate Sponsor the Non-Compliance relates to, this is achieved by
selecting from the list of Sponsors in the drop down list.

Escalated Mon Complance Wizard &3
Escalated Non-Comphance
Raized Against (Department or Supplier) -l

Department @) Supplier

HHS Greater Glasgow and Chyde -... =
Parsan 1

Trial
BenRex v

Sponsor Name

NHS Greater Glasgow & Clyde

Cancel
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The final box is to then assign an Owner to the Non-Compliance, this is the individual who will be

responsible for managing the Non-Compliance to completion.

Escalated Mon Compliance Wizand =

Escalated Non-Compluance

(1

Sponsor Name
NHS Greater Glasgow & Clyde -

Owner

Orwaner Mame ==

< Btk Mext » Cancel

Raised Against (Department or Supplier) -
Department @) Suppher

NHS Greater Glasgow and Clyde -... =

Parsan 1 -

Trial

Benflex ol

Once all of the details have been entered, you may then select the “Next” button and move to the
final window. On this, select the check box “After Finish — Display Details”. This will open the Non-

Compliance Record when you click finish.

Escalated Non Compliance Wizard

The Escalated Non Compliance
Wizard is now complete

Thank you

®) Q-Pulse

|w AfterFinish - Display Details

< Badk Einish Cancel
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By completing the wizard to create a Non-Compliance, a new record will result which holds all of the
details entered as demonstrated below. All of these fields can be updated and edited at any point
during the lifecycle of the Non-Compliance. When the new record has been produced, a unique ID

number will be assigned to the Non-Compliance with the prefix “ESC” followed by a sequential
number.

] ESCE - CAfPA Detads - Q-Puise
File Edit View Actions Window Help

B'H320 % BRLE® 0O

Aguinet () Depwriment (@) Suppher Severly | Category 3 =]
Cortay Pemon 2 -]
Document St Standard =
Resclution " Foot Cause -
Closed By | - ClossdDate

The Non-Compliance will be given an overall Target Date which can be adjusted based on the
individual circumstances of the Non-Compliances, again, this can be adjusted throughout the
lifecycle of the Non-Compliance. The target date which is generated upon initial creation of the
record is a default set for the Non-Compliance template, which is 60 days from the raised date.
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Appendix A

Adding a new User to Q-Pulse

On occasions it may be required to add a new user to Q-Pulse, in order to complete this activity you
must have the appropriate permissions assigned to your account. If you do not have the permissions
you can contact an appropriate individual with the permissions.

There are several locations from which a new user can be added to Q-Pulse, the most common point
of access is when you are search for a user to assign them to an action or a field in a record from the
window shown below.

9 Search for Person b33
Show Users Only

Department
Any v

Group
Any Y

Keyword

' Search X

Full Name Department [ Organisation

New... oK Cancel

In this window there is an option for “New”, this will only appear for those with permission to add
new users. If this option is not available your account does not have permission to add new users.
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After pressing this button, a new window will open which allows for the entry of user details.

@) Add New Person w3

o

as

Type 7
Farename
Middle Name

Surname

Type @ Employee Contact

Department
Job-Title
Tel. no

E-mail

QK Cancel

This form must be completed to create a new user record, completing as many of the fields as are
applicable.

The only mandatory fields are a Forename, Surname and Organisation if you select “Contact”.

The appropriate title may be selected from the “Type” drop down, the relevant name details in each
field and then make a selection of user Type as either “Employee” or “Contact”.

The Employee type is for an individual within R&l and a Contact type is for an individual at a site
location. This selection will then determine if the next field is “Department” or “Organisation”. The
remaining fields of Job Title, Tel No. and E-Mail are optional and may be completed if the
information is available.

When all appropriate fields are completed, select OK to create the user record, this will then result
in this user being a selectable option.

If an organisation is not available in the list, see the next section for how to add.

Page 15 of 27



Non-Compliance Q-Pulse Guide

GUI 51.008A

Version: 1.0

Alternatively, a user can be added to Q-Pulse from the “Administration” module for users with

appropriate access. This is available from the front launch pad.

O LaunchPad

9 ideagen

-—) CA/PA

Documents

4}’\ f-] Sponsors
Ll

gﬁ
ot People
&

Ll

; Training Courses
ﬂ Sites

;“.IHH Assets
@ Occurrences
,';bj Incidents

éﬁ Administration

e Gael Academy

' Audit and Monitoring

Workload

Analysis

® Q-Pulse’
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By selecting this, a new window will open with a number of options.

::jAdminish'aﬁon = B

Q-Pulse Management . ) i .
+ [ Licensing Licensing - Licence Information Bﬂj

Licence Information

Active Sessions .
w Security 0 Q PUIse

& Settings and Defaults
ﬁ People
5‘_‘\ Groups
@ Signature Management
v Customisation
|="E Messaging
Reminder & Escalation Le=ritErEs
=| Managed Lists Primary
=] Custom Fields Secondary
= Report Management
u Branding & Integration Licenced Features
Calendar Settings
v Preferences
j Document Mumbering Sequences

Licence Details

[T 3

4

E‘J Document Security Options
(%] cafPA Numbering Sequences Databases share a single pool of licences
(%] Audit Numbering Sequences Database - | Server
ﬁuJ File Attachment Options
v Indident & Occurrence Administration
5| Field Management
@ Form Management
§| Classification Management Licence requests denied

| p

4

(5] Incident Numbering Sequences User Licence Type Date/Time Database
j Occurrence Mumbering Sequences
o Occurrence Routing Configuration

§| Occurrence Type Configuration

New users can be added under the “People”option on the top left hand side

v Security
@ Settings and

ﬁ People
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Selecting this will open a new window with a range of options associated with user accounts, an

option for “New” will be available at the bottom.

b administrabon
Iﬁl}mwﬂ
W g
G,'Lnﬂ'\-mh'lfu'nubm
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When the “New” button is selected, a window will appear where the details can be entered similar
to the one before.

::‘_'} MNew User Account = B ER
Type (®) Employee (C) Contact
Title - | Department -
First Name Job Title
Middle Name Primary E-Mail
Last Mame Telephone Number

Account Security | Group Membership | Permissions | Deputies

Enable Login?

Archive. .. oK Cancel Apply Help

As before, complete the relevant details to create a user. The additional options will only be
required for users who need to log in to Q-Pulse and this will be the responsibility of System
administrators to create.
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Adding a Site

As with adding a user, only accounts with sufficient access rights can complete this action. If your
account does not have the appropriate access rights you may request this of someone who does.

As with adding a user, there are several locations from which a Site can be added, the most common
access point again will be when searching for a site to assign to a field in a record.

@ Search for Supplier

23

Keyword

Description

MNew...

OK

4 Search X

Cancel

If your account has sufficient access rights the option for “New” will appear in the bottom right, to

add a new Site select this button.
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This will open a new window in which the name of the site can be entered.

0 Add Mew Supplier IR

Enter the name of the item you wish to add to the list.

Add this item as a child of another;

(04 Cancel

Simply enter the site name and select OK, there is an option to add as a child of another site which is
not relevant in this instance. After you have added a site, they can be selected from the list and have
contacts associated with them as an organisation when creating new users.

Alternatively, a new site can be added if you have access to the “Sites” tab on the front launch pad.
By expanding this tab you will see an option for “New Supplier”.

o

L
ﬂ Sites A

@ Mew Supplier
% Mew Mon-conformance
E Recently Viewed

B Folders
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Select this to open a new window in which details of a site can be added.

454 New Sites - Sites Details - Q-Pulse = B =

File Edit View Actions Window Help

PHeE E- L@ 00O

name (I I oo I
ravceer IS —
Business
Scope i
Address - Website | | Appé::?sl | |v|
.| s ] il
ity | | Fax | | Rat'ngl |
County | | Emai1|'| | Review Date | |||
Post Code | |
Country | =]

Maodified

As can be seen, a number of details are available to be recorded against a location. The minimum
requirement for information to be entered is a name only, further details can be populated against a
record as the need arises.
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Adding a New Trial

A new trial can only be added by an account with administrator privileges, this must be completed
from the Administrator page which is accessed from the front launch pad.

0 LaunchPad

9 ideagen

__) CA/PA

—

Documents

3’ Y '] Sponsors
o\
o
Y. People
L

i Bl

; Training Courses

@ Sites

#".I."" Assets

* Administration
e Gael Academy

' Audit and Monitoring

Workload

Analysis

®) Q-Pulse
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By selecting this, a new window will open with a number of options.

::3 Administration

Q-Pulse Management

w Licensing

Licence Information

Active Sessions

w Security

& Settings and Defaults

ﬁ People

5‘_‘\ Groups

@ Signature Management

v Customisation

|="E Messaging

Reminder & Escalation

=| Managed Lists
=] Custom Fields
= Report Management

u Branding & Integration

Calendar Settings

v Preferences
j Document Mumbering Sequences
E‘J Document Security Options
(%] cafPA Numbering Sequences
(%] Audit Numbering Sequences
ﬁuJ File Attachment Options

v Indident & Occurrence Administration
5| Field Management
@ Form Management

5| Classification Management
(%] Inddent Numbering Sequences
j Occurrence Mumbering Sequences
o Occurrence Routing Configuration
§| Occurrence Type Configuration

Licensing - Licence Information

@ Q-Pulse

Licence Details

User Licences
Primary
Secondary

Licenced Features

Databases share a single pool of licences
Database

Licence requests denied

User Licence Type

- | Server

Date/Time

Database

[T 3

4

| p

4

New trials can be added under the “Managed Lists”option on the top left hand side

v Customisation
= Messaging

|

Reminder & Escalation
=| Managed Lists

~=| Custom Fields
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This will display a range of lists within Q-Pulse, specifically it is is the “Product/Service” list.

:“1 Product | Service 7 Iz

w Al

Commerdal

Hosted

Sponsored [ Co-Sponsored
LK Lead

Z-Other

b

Add a new item to the list:

Mew...

Im
L]

I|||
o
m
m
B
m

Print Close

Expand the options in the formatted list to add the trial to the relevant area, i.e. Commercial >
CTIMP or Hosted > Non-CTIMP for example

w Commerdal w Hosted
» CTIMP » CTIMP
Medical Device Medical Device
Mon-CTIMP » Mon-CTIMP
we  Hnztad »  Eranonrad | O Cramoarad
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With the appropriate area selected, type the short title of the trial into the field at the bottom in the
format of “Short Title” followed by “R&I ID” and then select “Add”.

This will add the trial as a child of the appropriate structure.
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