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Management of SOPs through Q-Pulse Guide
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1. Introduction

A large number of the functions detailed within the document will be completed centrally by the relevant Quality
Assurance representative. For R&I in general this will be the Quality Assurance Manager with delegated authorities
within the GCRF and Bio-Repository as an example. For those functions carried out centrally (QA) will appear in the
title of the section, however interaction with staff will still take place to complete the functions within Q-Pulse.

Specific work instructions will be presented to staff in any instructions they receive from Q-Pulse as well as any Q-Pulse
training they may receive.

2. Creating a new SOP record (QA)

When there is a requirement to create a new document in Q-Pulse which must be signed by the relevant approvers,
this is achieved through the actions detailed within this section. This functionality is carried out by the Quality
Assurance Manage or appropriate designee. Firstly, to begin the process of creating the relevant document record you
must open the documents module from Q-Pulse. This is achieved by selecting the documents ribbon in the home
screen which will in turn open a new window for the documents module.
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From within the documents module in Q-Pulse, select “File > New > Document > Draft Document”
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This will in turn open a new window which is an individual record for a draft document, this will not be an active

document until appropriate signatures are in place and the document is then made active.
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There are multiple fields to be completed within this document record, the first selection is to make an appropriate
selection from the available options on the type of document. From the image below it is shown that numerous
document types are available, SOPs, Forms and Guidelines are contained within the “Chapter” drop down option.
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The chapter option can then be expanded to give the option of all the available Chapter numbers and from this select
whether it is an SOP, Form or Guideline.
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When the appropriate selection has been made, the *Number” field will auto-populate with the appropriate prefix and
select the next number available in the stack. This may not be the next number available and this must be confirmed
and agreed with the RCB who manage the administration of SOP numbers. If this nhumber is to be changed, it can be
overtyped.
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The next fields are the revision number which will default to 1, this must be expanded to include the decimal point and
may not always begin at 1.0. This can be changed if required. The next field is the Title, this is the name given to the
document in question and must be typed in.

Following this, both the “"Owner” and “Author” fields can be populated. Generally these names will be the same and will
be reflective of the individual responsible for writing and updating the document in question. In some instances further
into the lifecycle of a document these names may diverge to capture a change of ownership in the event the assigned
author is no longer in post for example. The names for both fields can be selected from the list of all names entered
into Q-Pulse.
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The next field which can be populated is the “Implement By Date”, in the event it is a requirement to meet a deadline
for the release of a document this field can be used to track progress. This is not a mandatory field and if approval and

release of the SOP is not time sensitive then this can be left blank.
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The next field “Filename” is where the document itself is attached to the record, to achieve this select the button with

3 dots beside the field to open the document selection window.
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This will open the following window which can be used to navigate through your local machines file structure and
select the appropriate document. When this has been attached, select OK to add the document to the record.
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The final field for completion in this section is “Change Details”, this will become more relevant through the life cycle of
the document and can be used to explain how this document differs from previous versions. In the event of a first
release, used the words “First Release” for example.
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The next section is to then set up the approvals and sign off of the document, before this is achieved you must save
the document record as completed so far. To do this select the save button at the top of the record.

When saved, expand the “Approval” ribbon in Q-Pulse and from here you can add the names of approvers as required.
This is achieved by selecting the button to the right hand side with the picture of the person with the green plus
symbol.
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By selecting this, a new window will open from which you can search for users within Q-Pulse as shown below. Repeat
this process until all required approvers have been added.
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This will add all of the named approvers to the record as shown below, from here you must then select the order in

which the approvals are conducted by select the workflow order button.
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This will then open the following window, you can stagger the approval order for those assigned by selecting the name

and using the side arrow as shown below to change the order of approvals.
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In the example shown, this has changed the 2" approval to have a number 2 beside the name which means they will
be the 2™ to sign after number 1 has completed their approval. This can be expanded as required to 3 or 4t
approvers also.
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When the appropriate approvers and workflow have been assigned, you can then return to the document record and
release the document for approvals. This is achieved by selecting the green play button to open the approval wizard.
Once opened, select next to progress.

Submit For Approval Wizard - SOP 51.037, Title, Rev 1.0 3

Welcome to the Submit for
Approval Wizard

This wizard will help you with the process of
submitting the document for approval.
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The next window then confirms the version number of the document and room for comment to the approvers, in this

case you can add “first release” or any relevant details for the approvers. Select Next to continue.

Submit For Approval Wizard - SOP 51.037, Title, Rev 1.0

pxce

Submit Draft for Approval

Confirm the details of the submission:

Revision No. | 1.0

Comment First Release

< Back Mext = Cancel

The final page will provide a summary of what the actions will be in relation to the approvals, if this is all correct then

select “Finish” to begin the approval process.

Submit For Approval Wizard - SOP 51.037, Title, Rev 1.0

Results Summary
Please review the wizard summary before finishing.

A new Draft atrev 1.0 will be created

2 Person(s) must approver this document; the document will
be automatically submitted for approval.

A place holder has been spedfied for the current Draft
revision, no move required.

®) Q-Pulse

| iAfter Finish - Display Details of the Document

< Back Einish Cancel
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Once the approval process has begun, it shows as a statement that it has been submitted for approval and the
approvers will be colour coded. Yellow shows that the approval action is with the individual, red shows it is pending
and they have not yet been notified and green shows they have submitted their approval response. This can be

misleading as it will appear as green even if the decision was to reject so must be reviewed.
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When an assigned approver has been notified of an approval action, Q-Pulse will send them an E-Mail to detail the
required action. An example of this is detailed below.

This E-Mail will contain some basic instructions and a link to a how to guide to complete the required actions.
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When a user logs in to complete an approval action in Q-Pulse they will be greeted with a window similar to the
window shown below, from a drop down they can select “Accept” or “Reject” and make a comment in line with their

decision if required.

_J Approval Response T Iz

Response “

Accept
Comment | peject

OK Cancel

When all approvers have responded, the record will update to show all have responded and their icon will appear as
green.
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When all approvals have been returned, the document will then be made active by selecting the “Activate Document”

button E
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This will then open the following wizard to make the document active, to continue select the “Next” button.

Activate Document Wizard - SOP 51,037, Title, Rev 1.0 2

Welcome to the Activate
Document Wizard

This wizard will assist in activating a Draft Revision

®) Q-Pulse

Cancel

The next window will then confirm several details, the “Active Date” field will default to the current date but can be
overtyped to reflect a different date if required, when completed, select “"Next".

Activate Document Wizard - S0P 51,037, Title, Rev 1.0 3

Confirm Revision Detzils
This revision will become active. Please confirm the details below:

Revision Active Date | 18/11/2021 =2 /A

Change Details

First Release

< Back Mext = Cancel
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The next section is to then assign the appropriate names for the “Read and Comprehend” and “Notification” process
for documents detailed in section 7. The option to automatically distribute is not selected so this action must be
completed manually after, select “"Next” to continue.

Activate Document Wizard - SOP 51.037, Title, Rev 1.0 3
Confirm Distribution
Add people who must acknowledge the fact that this new revision has been
created:
Copyholders | Notify Only Ca
Copy No =+ | Copyholder Department/Organisation S
4
Automatically distribute record on activation.
< Back Next = Cancel

The final page will be a confirmation of the actions to be taken, if correct select “Finish”.

Activate Document Wizard - S0P 51,037, Title, Rev 1.0 3

Results Summary

Please review the wizard summary befare finishing.

Rev 1.0 will be made Active
A place holder has been spedified for the currently Active
revision, no mave required.

®) Q-Pulse’

W | ifter Finish - Display Details of the Document

< Back Finish Cancel
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This will then result in an active copy of the document being available on Q-Pulse, the “Implement By” date will now

have changed to an “Active Date” and “Review Date”.
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Once this is complete, a copy of the document will be sent to RCB for release on the CTU website.
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3. Creating a new Version of SOP record (QA)

To create a new revision of a document in Q-Pulse, the first step is to locate the record of the document in question. If
it is a known or specific document, it can be searched for under the document tab from the front launch screen. To

achieve this, expand the document tab and search for the document using either its number or title.
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This will open a new window with a list of the returned documents. When the document record has been located, there
are a number of ways to then create a new revision of the document.
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The first option, when the record has been located you can right click on the line listing and select “"Revise Document

>Draft (Using Approval)”
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Record(s) Found: 1
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Alternatively, from the same location when the document in question is highlighted you can select “File > New >

Revision > Draft (Using Approval)
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The final option is to first open the record for the document question, from here select “File > New> Revision > Draft

(Using Approval)
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All of these options will result in the following window being opened to start the wizard which will guide you through

the process. Select Next to continue.

Revise with Approval Wizard - SOP 60,001, SOP Title 52

Welcome to the Revise with
Approval Wizard

This wizard will assistin revising the selected
Document Revision by following the Q-Pulse Draft
Approval Process

®) Q-Pulse’

< Back ‘
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The next page will present you with a new window in which the details for the document can be updated, this includes
the revision number and the title. Revision numbers can only be increased in full number increments, increase this

number to the next in sequence. Select Next to continue.

Revise with Approval Wizard - SOF 60,001, S0P Title

Confirm Draft Document Details
Confirm the details of the new draft document:

Type Number |SOP 60.001

Revision |12

Title |SOP Title

= Back Mext = Cancel

If any change requests are raised against the document which are still pending implementation a window will appear
asking if you wish to implement them in this revision. Select any that are appropriate at this stage and select Next, this

is covered in more detail in Section 5.

Revise with Approval Wizard - SOP 60.001, SOF Title 2

Identify Change Requests to Implement
Check those change requests which you intend to implement in this new
draft:

Mumber | Details Implement

(CR115 Enter the details of the chanage reguest here

< Back Mext = Cancel

Guideline50.023A_v1.0.docx
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The next page will contain the list of assigned approvers for the document, if no change requests were present this
would have appeared previously. If approvers have already been assigned to the existing version of the document they

will be carried forward.

Revise with Approval Wizard - SOP 60.001, SOP Title

Confirm Approvers

Select the people who will be respoasible for approving this

P

v When aeated, automatically submit the new draft to approvers

< Back Next > Cancel

The list of approvers can be updated by using the add and remove approver buttons on the right hand side. The
workflow must be set appropriately to ensure the approvals happen in sequence. The left and right arrows can be used

when a name is highlighted to ensure they are stacked appropriately.
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@) Edit workflow E

1. Approver 1
2. Approver 2
3. Approver 3

When the approvers have been appropriately assigned, select Next to continue the process. At the bottom of the page
there is an option to automatically submitted for approval when created, if this is selected the approvers will be
contacted as soon as the document is created to approve.
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The next page will allow you to upload the appropriate updated document, this is achieved by selecting the button with
the 3 dots to the right of the field. This will open a standard document selection window, locate the document and

attach.

Revise with Approval Wizard - SOF 60,001, S0P Title

Specily New File
Specify the controlled files forthis new revision:

Browse to select the newfile(s) orleave blank to assign later.

= Back Mext = Cancel

When the document is attached, select “Next” to continue.

The final page will act as a confirmation of all the details entered, if all correct then select “Finish”

Revise with Approval Wizard - SOP 60,001, SOF Title

22

Results Summary

Flease review the wizard summary before finishing.

A new Draft at rev 1.2 will be created

3 Person(s) must approver this document; the document wil
be automatically submitted for approval.

Mo attachment is specified for the new Draft revision, no
move required.

®) Q-Pulse’

| iAfter Finish - Display Details of the Document;

< Back FEinish Cancel

Guideline50.023A_v1.0.docx
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This will open a new window with updated document record.

;—;j S0P 60,001 (1.2) - Documents Details - Q-Pulse = =

File Edit View Actions Window Help

2B H BB &rsan? 200

F Y Warning: Wherethis icon appears, refer to the tooltip for more information.

L S0P A0.001

Status L S
Owner | |'|| Im%tn[;::: | ||| Filename |
Author | e Keywords | test
Change Details

When the new revision window is opened, enter the appropriate “Change Details” with an explanation of the difference
from the previous version.

When an updated document has been created, the previous version history is visible from the “Revision History” tab.

Revison  |Status Change Detals  Active Date =
10 Obsolete Firet Release 14j02/3022 i
1.1 Active 14/02/2022

e
o
=
=]

Page 26 of 72
Guideline50.023A_v1.0.docx



Guideline 50.023A - Version 1.0

If the box to automatically submit the document for approvals was not selected during set up, it may be submitted at
this stage. To submit a document for approval, expand the approval tab from within the document record and select
the submit for approval button on the right hand side. b_

When submitted for approvals, the icon beside the names will change colour as it moves through the process. The first
user will appear as yellow to show the action is with them, the other will remain red as they cannot yet complete an
action. Once an approver completes their approval action the icon will change to green.

=] SOP 60.001 (1.0) - Documents Detads - Q-Pulse = @ =
File Edit VYiew Actions Window Help

j Iu&a@]@; &) :.m.luwa@

Owner | ] Implement (o322 k=] Filename |SOP £0.001 o]

Submitted: 14/02/2022 10:37 by Admin, PG

| Responses | Comments

Approver - |R.|=pam= Date
X Approverl

| % Approverl

X Approver3
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When a user has been requested to complete an approval action they will get an E-Mail notification which contains a
how to guide on completing.

) Donemen dwating Appeoval -  Etiossis - Work - Microsolt Edge - o =

) aboutblank

hy Reply sl |~ [B Delete (5 Junk  Block

Document Awaiting Approval

Thet maiiage wat demt weth High mpietanse
This sendher Vpulelve@ggc-sppscotahiuk s bom outside your Dopanation. Manage sender
° VeQpulielve@ggc-apps soot.nhiuk =2 1 b B w
T
ﬁ ATTOO00 N bin |_h ATTOOD)2 vin '_l1 Locate Recond qpise
- e R ! . e
4 Dylen . L . & oy
om0 55 Seuln - i Sestuns Somnicad &

hsate raard in O-Pulss Ve

R — Approval of New Document

Greater Glas
and cr-_.rdl?w

‘Wiou ane rechving this E-Mal as you are a nominated approver for & docomant on O-Pulse which has
bawn released for approval

To ghoe your approval fior this document, you can folioey the links attached in this E-Mai

Fior detaled guidance, step by step instructions can be found hare

mrthae 81 op qmearch common ¥ Ok emance Cralet O-Palee Sropde Decurent Apprceal
Mumber S0P 80.001

Tighe S0P Tioe

Ravision 10

Charisid

Champe Detsils  Fisa Reloasa

Raply Feavward

When all approvals have been completed, follow the same process as detailed in Section 2, page 14 onwards, to make
the document active.
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4, Make Document Obsolete (QA)

During the review of documents it may be required to remove a document from Active status as it is no longer
required. This is achieved by completing Form 01.006C and actioned by the Quality Assurance Manager or appropriate
designee. To carry out this action, navigate to the record in question and select “Actions >Deactivate Document”, this

will then launch a wizard to guide you through this process.

2] S0P 50,019 (L0} - Documents Dekails - -Pulse o =
=

2

Bile Edlit Wew | Scbions | Window  Help
'Eﬁ -@ Dy Add Copyholdess... Ia&a _|'£ ;ﬂm ,lq 9 @@I

2 Add Mabfied Dnly..,
RIS B Lot Docurert 0 ober CEEXTCNN Revison [T
status

LU B Ackrondedne

Owner 578 Deactiate DacismentesJive pate 071062019 i) Filename |SC601 008 w100 drafr o, |

Austhar E B Feipstat: Documert.. ew Dabe 07 10(E0EL g Erywords

Clyanye DE [*5, Add Changs Reeueit.,
I-I'-l Mesas Actar

o  Complene Setioa,.

"hl Reapen fetian... -
[E] Mew Reie.,

.;. Sl Approvers,.,

= Add Mot =
g3 ewyEdit Propertias..

The first page of the wizard is a confirmation of the action to be taken, to proceed with this process select “Next”.

Dreactivakion Wizard - SOF 50,019, Test S0P, Rev 1.0 3

Welcome Lo the Deactivation

3 Wizard

This wizard wil assst in deactivating the sslected

—
: Dacument Rewision

&
©

< Back :_ MNext > © Cancel
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The next page is to select whether the document is to become Obsolete or Inactive and state the reasons for this.
Either option will remove the document from Active status and can be selected dependent on the circumstances. Once

this is completed, select Next.

Deackivation Wizard - S0P 50,019, Test SOF, Rev 1.0 23
De-Achivate D ocument
Choose the new status of the document o be de-activated:
De-ackivate this docurment by making it
{* Cbsalete
(" Inackive
De-activate reason:
Reason for making document ObsoleteTnactive|
< Back Mext = Zancel

The final page is a confirmation of the action to be taken, if this is correct then select Finish to confirm.

Deactivation Wizard - S0P 50,019, Test SOF, Rev 1.0

£E

Results Summary
Flease review the wizard summary before Finishing,

Rew 1.0 will be made Obsolete

®) Q-Pulse’

o | #fter Finish - Display Dekails of the Document;

< Back, Finish Zancel

Guideline50.023A_v1.0.docx
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Once this has been completed, the status of the document will be changed to reflect. The record itself will still be
accessible to act as evidence if ever required.

w2] 509 H0,018 (1,03 - Deeumanks Datsis - C-Puss

= = I
Ei= [eit Yiew Actions Window Help
B-EH2080Es 238 (700
e E7NE oo revison [N
| TestuoE Status E
Ummer | Grickan, Pad - |ees Aickive Dake 0F/LOZ01F [E Tlename |
Author | Griskan, Pad - s warnins iz Eeywords |

Chenge Detads sk Rnlass

Once a document is deactivated in this way, an automated message will be sent to the Author, Owner and Copyholders
of the document to inform them of this.

% H L R H _;: 7 |Blacksd PL|[Dommalto Q00 Do cument Deactiveted - Mersa,,
e — s
| [SEREET-T] l Diwelaper 71

Gy KB e By W3 8

Reply Reake Forsard | Delete Blotk  yyesiunk | Categorize Folives Rarkas | Fing
bl 13 Obheractions + | Sundse — . Upe Uneead | =

— =] x

Resoand | Artion: | Jurk E-mal o optians &
Fram: opu sEtechE goc- Mo SCoL. e, Uk Servt Mon 0371072128 10:20
Tix: Geibban, Padl
(= 4}
Subyech; |BlockedUR L[S sdemaltnaal | Do ument Descvabsg
Amessege | EPLoate Recoedgoulae 1917 B
[ ]
£y
Locabe record in 9-Pulse Web T
Diatails: The fallowing documeant has bean deactivated
Type CHAPTERISD GeneahE0Fs
Humlber 208 50 119
Titde Tesi BOP
Revision 1.0
Siabus Dbaales =
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5. Change Requests

A Change Request is a record held against a document within Q-Pulse to act as a reminder for actions to be taken
during its review, as a notification process for issues with a document by a stakeholder or for the purpose of seeking
clarification. All Q-Pulse users with access to the document module will have the ability to raise Change Requests

against a document.

5.1. Raising a Change Request

A change request can be raised against an SOP, Form or Guideline by any Q-Pulse user with access to that document.
In order to raise a Change Request, the document record must first be located and opened. This can be achieved by
expanding the document tab from the front launch pad and using the search bar to search for it by its number or title.

'ﬁ' LaunchPad <Admin, PG>

3 ideagen
BTN e

__) CA/PA

_) Audit and Monitoring
___) Documents

5] hew

H Recently Viewsd

i Falders

F0P 50,001
{07 Sponsors

=
People

F
. zj_} Training Courses

Gy sies
IIII."l Assets
p -l Asse

I p) Incidents
d.. Administration

s
il ~ & - -

Analysis

(35

@) Q-Pulser
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This will open the document window with a list of documents that match the criteria entered.

%) Custon Fiter - Dosmonta Liat - Q-Pubse N
File Edit Yiew Actions Window Help

ST T —" THER R e

Hy Actions q

Yo Acticasto disolay.

Search

Type

Jams .
Kepwards

oo Hy Searches

:H\-Hum

& Related Doamments

Record(s) Found: 1

There are 3 different ways in which a change request can be added to a record, the first option is to right click on the
line listing for the document in the returned search results and then selecting “Add Change Request”.

) Cusston Flter - Docments Lt - §-Pukse = mE
File Edit Yiew fctions Window Help
[ = 3 = . — — +* w
T -l @ [ e T THH=-UEE- s34
My Actions P Sooument Humber & Dpsoumiert THe Fozsishon Arhive Dotz
: e T e e - -1~ I

haddicnsta display. 4 Open Document Record..  Cel+0

E view Document..

Heewr Dise urrsent Bassedd Dr.

Search -

[*] Add Chenge Fequest..
Type B View Charge Reguest History.
sy : 5] HewR

e R

Cramer 2
[y - 1 Revizse Docurnent 3
Kepwards Fe Add Copyholders

& Aald Hokified Only

B Detribute Document

o A

i Deactivate Document

5 Add Ngte

&5 ViewEde Properties..
Adyaneed ' Geanch B % Acldd Davuments b My Felier

% Deete 3

oo My Searches

nl'lrluum

& Belated Doomments

Recordis) Found: 1
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Alternatively, you can open the document record and from this window select “Actions > Add Change Request”

/] S0P 60,001 (1.0) - Documents Details - Q-Pulse
File Edit Wiew Edhm]ﬂndm Help

‘E . E, | D Add Copyhelders...

Add Motified Only..
& Waming: Wi 3 Y ltip formare infar
o

Distribute Document

50 B  Acknowledge

= [® Deactivate Document...
Owner E 'a’ Reinstate Document..

2= | Mew Action...
| o | Complete Action...
| Qﬁ Recpen Achon...

Mew Review...

Bl Ko rmsamer
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The final option is also within the document record window, expand the Change Request tab and click the add change

request button. E

=] S0P 60.001 (1.0) - Documents Details - Q-Pulse o B

Q-

File Edit VMiew Actions Window Help

I BEH &R &FHEAEEE =

Warning: Where this icon appears, refer to the tooltip for more information.

ﬂ L | 50P 60,001
Staus
Owmer | Gribbon, Paul | Active Date |14/02/2022 == Filename |50P 60.001 =
Author |Gribbon, Paul '~ | Review Date |14/02/2023 == Keywords | test

Change Details First Release

=
4 )
il

Mumber = | Status | Raised By | Details | Raised Date E

1
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All of these options will result in a new window being opened, from this you can record details of the change request
you wish to create.

_i-_} Add Change Request - SOP 60,001, SOP Title (Active) B ER

Details

Supportinginformation

Confirm raise information
Raised by | Admin, PG e
Raizsed Date | 14/02/2022 = E

Severity | 2 - Medium -

QK Cancel

Several fields will be pre-populated, the name of the account you are logged in with and the current date as well as a
default severity rating. Each field can be updated.

The first step is to use the “Details” field to record a description of the issue, clarification, suggestion or question as
required. This should be of sufficient detail that the owner of the document is able to understand the full detail.

If appropriate, supporting documents can be attached. For example, a track change copy of an updated version of the
document, a report or form produced as an output of the SOP, email correspondence etc. Raised by and Raised date
can be changed if being completed on behalf of someone else and the appropriate severity can be selected. For
example, if it is a note to correct typos is can be Low, a suggested improvement which may impact on outputs may be
medium or a critical issue which will immediately impact on a process would be High.
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To add a document in the supporting information field, select the button to the right with 3 dots to open the following
window, from here files can be added using the “Add Files” button. This will open a standard Window document
explorer window where the appropriate document(s) can be selected and added. This process can be repeated for
multiple documents in this field. This will add the documents to the Change Request for review by the document
owner.

@) edit Attachment 7 =

Attachment description

This attachment includes the following files:

File Mame Path Add Files...
No Files Attached Add Folder....
Add URL...
Attachment Management

Embed in Q-Pulse (most secure) Delete original file(s)

oK Cancel
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When all fields have been satisfactorily entered, press the OK button to add this change request to the document
record. As can be seen below, a new line has been added to the change request tab to show the details. The Change
Request will be assigned a unique ID number when you press save on the document record, you will be prompted to
save before you can close the document record. If you do not save, the change request will not save to the document
record and be discarded.

=] S0P 60.001 (1.0) - Documents Details - Q-Pulse o B

File Edit VMiew Actions Window Help

I EHeR &5 BEAL =3E-

Warning: Where this icon appears, refer to the tooltip for more information.

o E N e EET
He

Status

Owmer | Gribbon, Paul | Active Date |14/02/2022 == Filename |50P 60.001 =

Author |Gribbon, Paul '~ | Review Date |14/02/2023 == Keywords | test

Change Details First Release

|

Mumber = | Status | Raised By | Details | Raised Date
Mew Admin, PG List the details relevant to the change reguest. 14022022

L R Y

A -

Modified

As can be seen below, when saved an ID number will be assigned.

R113 Mew Admin, PG List the detais relevant to the change request. 14022022

Murber  ~ | Status | Rassed By | petais | Raised Date ' EH ‘
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5.2. Review a Change Request

When a change request has been created, the document owner will get a notification with a basic overview of the
details as seen below.

[ Mew crange request - Grinbon, Paul - Qutiook - Work - Microsoft Cdgs

(i ahout:blank

5 Replyal |~ W] Delete &3 Jurk  Block

Mew change request

e & H D
in 148022023 15480
To: Gribban, Faul

o VeQpulselva@gge-appescot.nbeuk

s fﬂ-:':i}..'?\.':l.:ir' iy D ::TT:EI'.I'.L".HH . D LirT:.ﬁsmr.'l..'!r-‘-ll;:- iy
—— w ull i Ol HE Srorwnd pr ad o
i k]
S Change Request Raised
Greater Glasgow
and Clyde

iod are recieving tis E-Mail &3 yow are the regislenad owner Tor the docament detailed Eskow.
Jn Change Request has been mised against the document for you 10 renew and provide 3 response

restructions on how 1o complele Tis &clion are delailed in T link Dalow

sofepet || me cesearcly oo overpance Craalie? (1 Poles Ogider Docpmars Soorel]
Muriiler E0F s0.001

Tillle E0F T

Hewision 19

Cramar Gnbbon, Paul

Al | H.'x Cater the detuls of the change pequed bere |.ﬂ.d|n:n..qll

Reply Farward
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A document owner is then able to log in to Q-Pulse, navigate to the document record in question and open the change
request record. This will produce a new window with more options than the one shown before.

__; Edit Change Reguest - S0P 60,001, SOP Title (Active)

Mumber |CR113 Status |Mew
Raised By |Admin, PG ™ e Raised Against Revision | 1.0
Severity | 2 - Medium - Raized Date | 14/02/2022

Details ist the details relevant to the change request.

Attachment Implement By

Owner | Gribbon, Paul > - Implemented In Revision
Response
Comment

0K

= &

= B

Cancel

From here, all fields not greyed out can be edited, the original details can be expanded if required, more attachments

added, owner change, severity changed and a response provided.

When the owner has reviewed the details and made a determination they are able to either “Accept” or “"Reject” the
change request by updating the status field. If they decide to reject, the change request will no longer be active and
not play a further role in future actions but be retained as a record. If the decision is made to accept, it will remain for
future document reviews and updates. An optional implementation date can be entered to track and manage a

timescale for implementation.
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As can be seen in the example below, 3 change requests have been added with 3 different statuses.

;ﬁ's:ﬂﬁﬂ.ﬂﬂlth}-DummI:Ddﬂ:-Q-sz
File Edit ¥iew Actions Window Help

BEHN 080 RAa23C 3900

LS Warming: Whare thig ivan appears, refer bo the Loaltip far mare infarmatien,

e B

ik
owmer | Grbben, Faul [=]--] Active Date  14/07/7077 - ] Filename 507 £0.001 -]
Author | Gribben, Paul =[] Review Dale  1402/2023 =3 Keywords test

change Details Frt Relkeass a ‘

|M.|Tb:r = Stabus Ras=d By Cetais Razed Dat=
CR11Z Arcephed Admin, PG .Lﬁ'ﬂ‘! detals relevant o the thange request, 140303z
{cR114 Fejected Ad=in, PG test 14/0z/2022
CR11% Mew Sdmin, P& Ertter the detals of the change request here 14020 X

When the document is to be updated, a prompt will appear asking if any change requests are to be implemented, if
not selected for implementation they will be retained on the record until future updates. This field will not show any

change requests which have been rejected.

Revise with Approval Wizard - SOP 60.001, SOF Title 2
Identify Change Requests to Implement

Check those change requests which you intend to implement in this new

draft:
Mumber | Details | Implement
CR113 List the details relevant to the change request.
CR115 Enter the details of the change reguest here

| < Back ‘ | Mext = | ‘ Cancel |
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If a change request is marked as having been implemented, the record will be updated in the “Implemented In
Revision” field to show when the fix to the change request was implemented.

__]' Edit Change Request - SOP 60.001, SOP Title (Active) s
Number |CF'.113 | Status |Accepted 1'|
Raised By |Admin, PG - | Raised Against Revision |1.U |
Severity |2—Medium - | Raised Date | 14/02/2022 |
= CTEAN ist the details relevant to the change request.
Attachment | | Implement By | |
Owner |Gribbon, Paul d | Implemented In Revision |1.1 1-|
Response
Comment
OK Cancel
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6. Document Review

6.1. Creating a Document Review (QA)
To create a document review record in Q-Pulse, the first step is to locate the record of the document in question. If it
is @ known or specific document, it can be searched for under the document tab from the front launch screen. To

achieve this, expand the document tab and search for the document using either its number or title.

0 LaunchPad <Admin, PG:=

o 23

“?ideagen

Workload

i -8 -e-

”E Mew
% Recently Viewed

FHE Falders

|SDP 60.001]

[sﬂ Sponsors

E? People

i B il

‘d';) Training Courses

&g Sites

QWH Assets
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This will open a new window with the document listed. If it is a list of documents who are approaching their review
period, the advanced search feature can be used. In the document window shown below, on the left hand side select
the “Advanced” button with highlighted blue text to open a query window.

_._J Custom Filter - Documents List - Q-Pulse = B ER
File Edit View Actions Window Help

%v@&@%giﬂer:ncﬁve v 'ZﬁE j-gj@-"é

Document Mumber + | Document Tite Revision Active Date
SOP 60,001 SOP Title L1 14/02/2022

My Actions £
No Actionsto display.

Search

Type

Any b
Owner

Any i

Keywords

Advanced  J-' Search Eﬂ x

(-1 My Searches
G My Folders

=& Related Documents

Record(s) Found: 1

This will open a window, clear any existing content by pressing the “X” buttons beside any existing lines to have a
blank record as shown below. New conditions of the search can be added by selecting the “And” “Or” options.

o Advareed Seardh it

Fle Edit Filber Help
H D@ 5 5

[

AndSr..

When you select “"And” a new line will appear with blank fields.
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&

Advanced Seardh

File Edit Filter Help
H B L9 2
by | - B And/Or...

A list of options will be available which will change depending on the selections where a drop down list is available, all
fields within Q-Pulse can be searched. The first field will give a list of all the fields associated with all documents in Q-
Pulse. Expand the “Document Details” option to see a list of associated fields, in this list scroll down to select “Revision
Review Date”.

L . . A . . . . . S .

Document Details
Properties
Related Items
Motes

Change Request
Actions

Approval Cyde
Approvers
Approval Cyde MNote
Copy Holders
Motified Only
Reviews

Review Actions

Tags

Guideline50.023A_v1.0.docx

Page 45 of 72



Guideline 50.023A - Version 1.0

With this selected, appropriate options will then be available in the 2™ field, in this instance select “on or before”

on not on
before on or after
after on or before
between not between
within not within
up to later than
since earlier than
empty not empty

4

The final field will then allow you to enter a date, from here you can search for all documents slated as requiring a
review within a given window, this can be a forward view of 6 months for example.

,_ Advanced Search 23
File Edit Filter Help

H B N O

Revision Review Date <= 01/01/2022

Revision Review Date = | | on or before = | |01jo01/2022 = | = X And/ar...

And/Qr...
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From here, you are then able to add extra search criteria by selecting “and” “or”, select "And” beside the existing line
and this will allow you to set a 2™ criteria search results must meet. The example below shows that only documents
with an ID number starting with “"SOP” will be returned.

Guideline50.023A_v1.0.docx

)-" Advanced Search EE
File Edit Filter Help

H B QA % » x0o

Revision Review Date <= 01/01/2022 AND Mumber starting with sop

LS Revision Review Date | ~ | |on or before - | [01/01/2022 = | * and/or...

AND | = | | Number = | |starting with ~ | | sop| X And/ar...

And/Qr...
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When the required documents have been identified there are 3 different options for creating a new review. The first is

to right click on the document record from the search list and select "New Review”.

Search

Type
Any -]

Owiner
(Any [~

Keywords :
50,001 |

Advanced O search [ x

Q My Searches

(aa My Folders

=% Related Documents

B

& G

View Document...

Add Change Request...
View Change Reguest History...

Record(s) Found: 1 |

a@unpse

Revise Document 3
Add Copyholders

Add MNotified Only

Distribute Document...

Acknowledge

Add Decuments to "My Folder'

Remove Documents from "My Folder'

] Custom Filter - Documents List - Q-Pulse = =
Eile Edit Miew Actions Window Help
L NI — EHMEELEE s
My Acti a Document Number - | Document Title | Revision | Active Date
] i S0P 60,001 SOP Title 11 14/02/2022
No Actionsto display. Open Document Record... Ctrl+0

The 2" option is to open the document record and select “Actions > New Review”

2] 500 60,001 {1, 1] - Donuments Deta - B-Puse

File Edit WView | Actions | Window Help:
| fly  hdd Copyhobders..,
- & Add Metified Only...
il Distribute Docurment

&cknowledge

Heirstate Dhacwment,.,

tdd Change Request...

Complete fction

Reapen Achan,

Desctivate Document..

fve Date | 14)02/2022
rw Date |L1.b:,l‘m:'3 ma

&
g
| = | Mew Action...
o
*"I
=]

dd Approwers

Add Mote...
Viewo/'Edil Properties..,
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The 3™ option is to expand the “Review History” tab in the document record and select the “New Review” button on
the right hand side.

6

2] SOP 80,001 (1. 1) - Documents Details - Q-Puise

File Edit View Actions Window Help

I HHe0&”HLEEABA HP OO

Warning: Where this icon appears, refer to the tooltip for more information.

L SOP&0.001

status

Owmer | Gribbon, Paul |~ || Active Date | 14/02/2022 == Filename | ]
Author |Gribben, Paul |~ |:|  Review Date | 14/02/2023 =23 Keywords |test |

Change Details

Revision |Reviewed On + |Performed By | Cutcome Comment

o
i
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All of these options will result in a new window being opened from which users can be tasked with reviewing the
document. The review owner tab will be prepopulated based on the account creating the review, this can be changed
and should be the document owner. The bottom of this window will have details of all existing change requests which
can be considered by all the reviewers when conducting the review, the review owner should update the Change
Request status as appropriate if this has not already been completed.

_L-_',‘ Add/Edit Review - SOP 60,001, SOP Title (1.1) B

Reviewsad On =H E
Outcome -

Review Owner |Admin, PG s

Comment

Reviewers
Target Date Reviewer Action Comment QOutcome Review On ‘:%
Current Change requests against document
MNumber Raised By Details Raized Date Status
CR113 Admin, PG List the details relevant to the cha... 14/02/2022 Accepted
CR115 Admin, PG Enter the details of the change re... 14/02/2022 Mew

Cancel

6.2. Adding Reviewers
Named individuals can be added to the review to act as a record that they have fed in to the process, the actual
method for conducting this review may vary for each scenario. A group meeting to review the SOP may work best, or
users to feed in remotely and individually can also be used. Each individual involved should be recorded in this review
record to act as evidence of their involvement. To add a new reviewer, click the “add new reviewer” button on the
right.

o

i

This action can be completed by the Quality Assurance Manager or designated Authority if they are informed of the
required names, or by the individual responsible for the review.
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This will open a new window in which the details of a reviewer can be added. A target date can be set in the top field
which is the required date for any responses by the reviewer. The reviewers name can be selected from the “Reviewer”
tab by either typing and selecting from the drop down or searching by pressing the button with 3 dots to open a
search window. The text in the “Action Required” field is default but can be updated with specifics of what is required
from the reviewer. The remaining fields should be left blank and are for the Reviewer to complete.

:_‘ Add/Edit Review Action - SOP 60,001, SOP Title (1.1)

E
Target Date = =
Reviewed On EH B
Reviewer | Admin, PG -7 oo
Outcome -
Action Required | Please review this document.
Comment
Cancel

When you have entered the details for the reviewer, select Ok on this window and repeat this process as required to
add the relevant reviewers. Once this is complete, select Ok to close the review window and save the document

record.

All reviewers named will then receive an automated e-mail message to notify them that they have been added as a

reviewer.
[ Fetw s ot moichacd 4= Do s - Grimzen, Sal - Dubless - Mok - Rierzon® Tdge
3 Fagdy all i Uewle o Ik

Rt Scticn added to Document

P e B B AT A nadtie e aTganbation, biarage tv
° Ve lselive g g -ap pa scob b uk

B

T, ETTOOM), o

Dm0 e s dralde - HE Rmeed Do

Greater Glasgos
and Chyde

sof for 182 documert cobibed Roiow

A I a B2 0T 1100 REA TG 11 ' 9300

W 5 % Rl W K SO R e
5 BCKH I 5 FLEE Ond STfE w1 192 DECATET] B

2 WAL
Bodla ook v leee wample s b ooes b ovrs i Ba ok Lakosy
sorbar il wr e copee | W nimey L gt bsag donney

B DT SOF A
[T SOF TR
e 11

||'\lvl|-l| AL F

JuFaa Fel  |I4T2N0 |

Frply arwad
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6.3. Responding to a Document Review
When the reviewer navigates to the review record, they will see the same screen as before but with several areas

greyed out as they can only respond to their own review line. They have visibility of the Change Requests to consider
during their review as well as the document itself from the document record.

=] Add/Edit Review - SOP 60,001, SOP Title (1.1) 7 o)
Reviewed On =&
Outcome
Review Owner | Admin, PG
Comment
Reviewers
Target Date Reviewer Action Comment Outcome Review On
i 23/02/2022 Gribbon, Paul Please review this document, S
Current Change requests against document
Mumber Raised By Details Raised Date Status
CR113 Admin, PG List the details relevant to the cha... 14/02/2022 Accepted
CR115 Admin, PG Enter the details of the change re... 14/02/2022 New
Ok Cancel

They may open their review line by double clicking on it, selecting the “edit review” or “complete review” buttons on
the right. This will open the following window.
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=] Add/Edit Review Action - SOP 50,001, SOP Title (1.1) =
Target Date | 23/02/2022 = B
Reviewed On =i
Reviewer |Gribbon, Paul
Qutcome
Action Required | Please review this document.
Comment
Cancel

The reviewer must then carry out the review, either as a group or individually and update the record in Q-Pulse with
any comments they may have and a decision on whether or not an update to the document is needed. When the
review has been completed, enter the appropriate date in the "Reviewed on” field to close the review. Select ok to

complete.
=] Add/Edit Review Action - SOP 60,001, SOP Title (1.1) =
Target Date | 253/02/2022 =i
Reviewed On |16/02/2022 = =
Reviewer | Gribbon, Paul
Qutcome | sjE
Action Required | Please review this document.
Comment | Details of the review.
OK Cancel

Once this field has been completed, the output of this will be displayed on the main document review screen.

Guideline50.023A_v1.0.docx

Page 53 of 72



Guideline 50.023A - Version 1.0

o) ADSEdL Revies - S0P 60001, S0P Tidke (1. 1) =
Pirviamand O | f= 1
[urmome
Revies Cwnar  Admin, PG
Cominent
Resiewers
Target Tatz Feevizver actian Commer Sutcomes Resiew On
(mpgmaz  ebbevesd Femereden tuconment,_Detwrofferevew,  CregeReauned whmz .,
e
i
Current Change requests against docament
ke Ramed By e baks Ramwc Bals Slahun i
RiLE Admin, PG Liat e o bl ot 42 e chia., . 1400312023 Aroapliad
115 A, B Ervier e detals of the cange re.,. 1400502 Mew
=1 Loncel

Once all of the reviews have been completed by the assigned reviewers or a designated deadline has passed, the
document/review owner is then able to consider all the returned information from the reviewers and make an overall
decision on the update to the document. At this stage, all that needs to be completed is a decision on whether or not
to update the document. The review owner will complete the remaining fields, completing a reviewed on date,
outcome of “Change Required” or “Change Not Required” and comments on the final outcome of the review.
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= Add/Edit Review - SOP 60,001, SOP Title (1.1) 7 R
Reviewed On | 23/02/2022 = E
Qutcome Change Required -
Review Owner | Admin, PG| -
Document Owner Comments
Comment
Reviewers
Target Date Reviewer Action Comment Outcome Review On ‘:1:>
28/02/2022 Gribbon, Paul Flease review this document.  Details of the review. Change Reguired 16/02/2022 :ﬁ
a
K
Current Change requests against document
MNumber Raised By Detailz Raized Date Status
CR113 Admin, PG List the details relevant to the cha... 14/02/2022 Accepted
B
CR115 Admin, PG Enter the details of the changere... 14/02/2022 Mew
Ok Cancel

If a change to the document is required, the Document owner will update the master copy of the document and go
through the usual processes of engaging relevant stakeholders before releasing a new draft for approval. If the
outcome is that no change is required, this will be recorded in the record and this will then extend the review date of
the document to the standard review increment for the document type. The default is 3 years, however this can be

updated as required.
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6.4. Scheduled Review
The process described above will be used for both Schedule and Unscheduled Reviews, the only difference will be
that Scheduled reviews will be managed and alerted in advance by the Quality Assurance Manager or the appropriate
designee.

6.5. Unscheduled Review
In the event of an unscheduled review, this will be managed on a case by case basis and may be prompted as a
result of external audits or the raising of a Change Request. The same process of creating a review record will be
followed.
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7. Read and Comprehend

As described in SOP 50.023, the requirement for Staff to Read and Comprehend certain SOPs associated to their Staff
Category is detailed within each SOP. This is reflected and recorded in Q-Pulse as each staff member will be issued
with the relevant SOPs to Read and acknowledge they comprehend its contents through Q-Pulse.

This has been mentioned previously in Section 2 and 3 and only appears as an option for Active documents or when
documents are being made active. The records relating to this for Active documents can be found under the

“Distribution” tab.

:_f S0P 51.037 (1.0) - Documents Details - Q-Pulse o B OER
File Edit View Actions Window Help
£ , 1 oo~ £
g - H = 9 H A & ¢- 4@
f Warning: Where this icon appears, refer to the tooltip for more information.
rF
SOPs > SOP 51.037 1.0
Active
Owner - |- Active Date 03/03/2022 =i Filename S0P 51.037v1.0
Author |. - o Review Date |03/03/2025 = | Keywords
Change Details First Release
=  Distribution ! *
Copyholders | Notified Only ﬁ
-~
MNumber « | Mame Dept/Qrganisation Comment Distribution Date Acknowledged Date ]
= o 24/03/2022 09:41 ol &
= JL 24/03/2022 09:41 B
=1 S 24/03/2022 09:41 L =
= L 24032022 09:41
= S 24/03/2022 09:41  06/04/2022 10:28
=] & 24032022 09:41
= gL 24/03/2022 09:41  08/06/2022 20:54
= iey 24/03/202209:41  06/04/2022 10:52 -
Change Requests > | w

As can be seen in the example above, a list of staff will have a record of the document having been distributed to them
and a record of when they have acknowledged they have read this document.

Reports are run centrally by the Quality Assurance Manager or the appropriate designated authority to ensure staff are

responding in a timely manner as well as automated reminders being sent by Q-Pulse.
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In the event a document is to be added as new or update which changes the staff groups associated to the SOP, this
will be reflected in the records by the Quality Assurance Manager or the appropriate designee at this time which is
detailed in Section 2 and 3.

In the event new members of staff join R&I or change role within, the Quality Assurance Manager or the appropriate
designee must be notified to ensure they are set up with the appropriate Q-Pulse account and the correct documents
distributed.
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7.1. Responding to Read and Comprehend Action

When a document is distributed, an E-Mail will be sent to all Copyholders and Notified individuals. This will include a
file to locate the record in the desktop application and a link to open the record in the web version.

Haot & @A [EteralintG]Resd and Comprasend - Mesmge (HIME TE A
- MESEAGE
" igname x el g g T Mesting B v e ;J-l:.f:ii'-ud ¥ Rues- (T 'I % Hind
Bk Do Boply Reply Fonesd =0 — e b . fee Mone 'E“:"'""' Mark Categorte Follw n-v:l.mpl Pulated
i & o M - + Pty & Dwbile Lol M ¥ . LTs T . Ug =
Dadeis Fsapand ek Srepe R [T Tage sining Teawmi a
Wae 17002000 ! Sl
H VoeOpulselive@ggc-apps.soot.nhs.uk
|ExternaltaGiC|Read and Comprehend
w rheon Peal

A This s man et with High imsoranes

H there are problems with hoss this message s displeyed, dick here o wiew & in g web brosser

Mamsge | ATIDOOOLbin (146 B 1)) Locate Racord gpulie (430 B

NHS

e’ Read and Comprehend

Greater Glasgow
and Clyde

T following corumant has bean updated and It & reguired that you ackrawiedge that you hava
recarmd, read and comprahend its cantent.

[Misnbss SOF 17.005

Title Urinatyss
Fevision 10

;ﬂ.rﬁwl:nh |76/08/2018
.n.utnqr 'Mr Dermatt, Shana

H you are on the GEEC retwork, yow can log in bo G-Pulss directly and acknowledgs this document.

Taapen the document record, select the abowe web link and log in to the "GGC-
Research_Development” database wsirg pour O-Pulse ussrrame ard Pessword,

Thits will open 1he document record whens you can downkaad The document by clicking an the itk
arwd s knowbedge vou have read and comprebend by chcking Che Tallowing button o he web
€liAl;

=]
Btmis Lt

=

Albemativety, if you are using the Agpplication, the documenst record will open and yow must then
expand the "Distribution” tab, highlight you rams in the |21 and press the acknoadedge button:

W
@) Q-Pulse’
P ST ———, ﬂﬂ -
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Documents which require acknowledgement can also be identified without receiving an E-Mail by opening the Q-Pulse

application and then opening the Documents Module from the front Launch Pad.

@LaunchPad <Gribbon, Paul = = 23
i - & - @ -
‘) ideagen
ko

.' CA/PA (133) *

;_ Documents Q) =
@) Q-Pulse

o ideagee. oo

Guideline50.023A_v1.0.docx
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This will then open a new window for the documents module, in the top left hand corner of this window the actions
associated with your account will be listed.

Customn Filter - Documents List - Q-Fulse
Eile Edit View Actions Window Help

:_:,.4 : Register: | Draft - - ﬂ 1—

Document Number

T — < a | Document Title
| To Acknowledge (1) |

To Distribute (1)

Draft Documents To Activate (4)

To Review (2)

Review Actions Outstanding (1)

Search

A number of different actions may be displayed and the numbers to complete for each will appear in brackets beside,
in this instance it is the “To Acknowledge” action which is of interest. Double click on this to perform a search which

will return a list of all documents to acknowledge.
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21| Eustom Eiter - Documents List - -Fulse
Eile Edit Wiew Actions Window Help

B-GES R e ] RHNR-UEES B

Dacument umber - | Dooument Tide [ mew

My Actions <
S0P 51.037 Storage and Transfer of Laboratory Data for Chnical Tnals and by MHS Gre... 1.0
Toadmowledge (1) | [T T T T T T T T T T

To Distribute (1]
Draft Documents To Activate (%)
T Review [2)

Rewi=w Actions Outstanding (1)

When the search completes and the documents are listed, each record can be opened by double clicking on the line or
the document itself can be downloaded and opened by clicking on the title which will appear in blue underlined text.

You will then need to acknowledge receipt of the document, when you open the record for the document in Q-Pulse
you then expand the “Distribution” tab, highlight your name and on the right hand side there will be a button to
acknowledge receipt.

Once this has been clicked, an acknowledgement date will appear beside your name.

,;J' SOP 50,019 {1.0) - Documents Details - Q-Pulse = B EE

3 - 4@ 00

File Edit Wiew Actions Window Help

E-EH 3085 Es8 s

e ETEN ] Mo
Duwner | Gribbon, Paul (= || Active Date |07/1072019 =] Filename |SOP0L 006 w100 draft... -/
Author | Gribbon, Paul ||| ReviewDate |07/1072021 =] Keywords | |

Change Details Firsk Release :

Copyholders | Maotified Cnly
Murnber - | Tarne | DeptfCrganisation | Camment | Distribution Date | Acknowledged Date
=] 1 admin, PG Research Governa... 07/10/2019 11:50  07/10/2019 11:51

R P q} P Q‘

A

re......B. W - d
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Alternatively, if you wish to acknowledge a document through the web portal it can be done by following the web link
in the email notification. This will open the document record which will look similar to that shown below.

If you do not have the email as a reference, by opening the web portal version the front screen should display the
actions associated to your account in the way shown below.

‘9 ideagen

Documents

I To Acknowledge ) I
To Listribute (L]
To Rewiew {2}

Change Requesis - To Action {1}

CA/PA =

To open the list of documents to acknowledge, click on the number which appears in brackets beside the action to
open a new window.

® Q-Pulser

=TS (e TET LT ) AT

Bty flions T fbmrmbabe 1ok G Pula

Feanber Hw L CEET] i liwm

Snorape and
Transter ot
Lahorstory — 4T

This will then return a list of documents, from here you can download and open the document by clicking on the title
which appears in blue underlined text and when you have read and understood the content select the button to
acknowledge on the right hand side.
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This will open a window to confirm acknowledgement of the document.

& Document Acknowledgement

Acknowledgeamaent Accepled.

Alternatively, the individual document record can be opened by selecting the open button on the right hand side of the
listing. This would be the process if you have followed the link from an email.

When the document record is open, on the top right hand side there is a button which allows you to acknowledge
receipt, press this once the document has been reviewed and understood.

Status Activa

W
Iy = - Acknowledge
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-t <= ==

_— = 'Iﬁ [ LA LAV FViypabeaek o e s oeimndobsr e g mlie=dacoment aaa 7] ﬁ iy M lr =

@) Q-Pulser

SOMLY Lest (Acklve) O Pulse

Kot e i ke | i
Tape CHAFTERGE CureWfS0FT TH Tad Hwtar Mgt
Fandur T WU Hraram 1] ]
Cemmar Ll L Edmin B3
timmrih
- Apparoved By = =
Are
:: [H Change Reguest (0]
e A% Therlal cod Dunamnmend = (0]
e
e
- -
=
Dre =
e -
Kagrzizt
My Boaches =
Dol
Once you press this button, a window will display to confirm you have acknowledged the document.
@ Document Acknowledgement
Acknovledgement Accepled,
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8. Related Documents (QA)
SOPs, Forms and Guidelines can be interconnected in their nature and reference other processes. This relationship

which is detailed in SOP section 6,.Referenced Documents, can then be represented within Q-Pulse by forming these
links.

This action will be taken by the Quality Assurange Manager or the appropriate designee, to achieve this, during the
release of a new SOP or update of an existing SOP detailed in section 2. and 3, the properties tab of the document can
be expanded and the document properties option selected.

;ﬂ' SOP 51.037 (1.0} - Documents Details - Q-+Pulse = =

& 00

File Edit View Actions Window Help

B-EH&R8" BALESE

Ay Warning: Where this icon appears, refer to the tooltip for more information.

Type (T 50P 51,037

11 - Storage and Transfer of Laboratory Data for Clinical Trial: Status

User Mote | Date/Time -
No Notes Added

I@!ﬂ-ﬂ
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This will open a new window which has a number of different options in which associations can be formed to the
document. In this instance it is the “Related Documents” option which is of interest, select this option to change the
displayed screen.

2} Document Properties Editor T E

seriMote | Date Time -

EE'EE No Notes Added

==

Additional
Fields

Related
Documents

A0
Hug

Related
Standards

&

Signatures

Add... Edit... Delete

QK | | Cancel
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In this screen there is the ability to “"Add"” a link to another document, this allows to link any document held in Q-Pulse
to this document record.

,!j Document Properties Editor

Motes

=
==
==

Additional
Fields

=

Related
Standards

&

Signatures

S0P 51.037 references the following:

- it E Related Documents

Type - |Nu |T|t|e
| Add... Femowve

S0P 51.037 is referenced by:

Type & (Mo Title

Guideline50.023A_v1.0.docx
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By selecting Add, a new window will open and allow you to search based on a keyword which can be the document

number or title.

0 Search for Document EL 0 Search for Document £
Type Type
Any b Any b
Keyword v Keyword v
S0P 50

4 Search X - Search X

Murmnber Title Type Murmnber Title Type
S0P 50,010 Project Data Entry... CHAPTER\50 Gene...
SOP 50,009 Project Mumbering CHAPTER\50 Gene...
S0P 50,011 Setting up Researc... CHAPTER\50 Gene...
SOP 50,016 Development of ne... CHAPTER\SD Gene...
SOP 50,001 MHS Greater Glasg... CHAPTER\50 Gene...
S0P 50,013 Setup and mainten.., CHAPTER\SO Gene...
SOP 50,017 Clinical Research &... CHAPFTER\50 Gene...
SOP 50,018 Clinical Research &... CHAPTER\50 Gene...
SOP 50,006 Registration of Bio ... CHAPTER\50 Gene...
SOP 22,050 Recording Pharma... CHAPTER\2Z MHS ...
SOP 50,019 Independent Stak... CHAPTER\50 Gene...
S0P 50,020 eCRF User Accept,.. CHAPTER\50 Gene...
SOP 50,022 Preparation of Ter... CHAFTER\50 Gene...
S0P 50,021 Participant recruit... CHAPTER\50 Gene...

oK Cancel O Cancel
From the presented list of options, select the relevant SOP, Form or Guideline to add this link.
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This process can be repeated as many times as is required to form all the appropriate links. With these links in place, it
will allow you to view all the associated documents to an SOP when it is undergoing review and help to manage the
potential ripple through impact of any changes.

,!_j' Document Properties Editor

E i E Related Documents

Motes
SOP 51.037 references the following:
==
= Type « | No | Title
Additional CHAFTER\S0 General\S0Ps SOP 50,010 Project Data Entry on SReDA
Fields

Related
Departments

=

ot o] [ Remove |

Processes

A2
By

S0P 51.037 is referenced by:

Type - | Mo Title

Related
Standards

&

Signatures

QK | | Cancel
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9. Change of Ownership (QA)

There may from time to time be the requirement to change the ownership of a document if this happens outside of the
normal review period of the document the record can be updated to simply change the “"Owner” field over to the new
name based on the rules set out in SOP 51.023. This must be completed by the Quality Assurance Manager or an
Appropriate Designee.

In the event that the Author and Ownership are to be changed, these fields will be updated during the review process
of the document as detailed in Section 3. by the Quality Assurance Manager of the appropriate designee.
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