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Use of Q-Pulse for Vendor Assessment Guide
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1. Managing Vendor List
1.1.Vendor Records

Q-Pulse contains a list of all Vendors which have undergone review or been approved for use within a Sponsored/Co-
Sponsored Trial. This list is held within the “Sites” module in Q-Pulse and can be accessed to determine if there is an

existing record for a Vendor or if a new record is required.
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A list of Vendors can be returned in the Sites window by searching for all sites categorised as Vendors, this is achieved

by selecting “Vendor” as the category and selecting “Search” on the left hand side of the window.

25 Custom Filker - Sites List - G-Fulse

Fle Edit %ew Actions Window Help
My . Hearree
. Alrac
o Axtinrsto daplay. -
BME
Chavia
Eweloas Inc
Search Fisreer Chrical Services
Category Harvatseys
el ] [5]  merce zerorm
w ANy ¥
Boreposiory
Cata mansgemens
b Laboratesy
Traal Site
Vendar

"

Badvanced o Search G X

Guideline51.015B_v1.0.docx

Page 2 of 35



Glasgow Clinical Trials Unit

Guideline 51.015B
Version 1.0

This will produce a list of all recorded Vendors held in Q-Pulse, each Vendor will hold their own record.

4 Custom Filter - Sites List - Q-Pulse - 52
File Edit View Actions Window Help
E 3 : = =N *] . =
3320 JREE -
My Actions < | |Name Ap... [Cat... R:r
- - Almac Ap... Ven... 02/... |
No Actionsto display. B Not.. | Vervo. | 01/
BMS Un... Ven...
Clovis Un... Ven...
Exelixis Inc Ap... Ven... 24/...
Search Fisher Clinical Services Ap... Ven... 05f...
Category 4 | Mawdsleys Not... Ven... 13/..
| Vendor ~| || Merck serono Not... Ven... 13i...
Account Manager __ | NIHR Leicester Biomedical Research Center ven...
any L Ap... Ven.. 24/..
Approval Status PClIfignyta Ap... Ven.. 27/..
| Any ) v| v ||PU Ap... Ven.. 17f...
Advanced - search () x | |Roche Un... Ven...
Sharp Clinical Services Ap... Ven... 03f..
(aa My Folders
Supplier(s) Found: 15

Each Vendor record will have space to record a number of details about the services they provide, contact details,

review history and any non-compliances associated with them.

2 Almac - Sites Details - Q-Pulse

File Edit View Actions Window Help

BH2E R Ju® 0O

A\ Warning: Wherethis icon appears, refer tothe tooltip formore information.

O
R
Number

Approval | o ectignnaire - ‘

Basis
Approval

'S’..".'. 02/11/2017 =28

Rating

Review Date |02/11/2020 =283 ‘

User/Note

Date/Time -

No Notes Added

In the Properties tab there is also space to keep documents relevant to the Vendor that are deemed necessary.
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1.2. Extracting Vendor List
When the list of Vendor has been produced from the search function it is possible to produce a report listing the

details for all recorded Vendor by selecting “File> Preview”.

45 Custom Filter - Sites List - Q-Pulse

% New Supplier

= Print

| ] Preview

[73 Open Record...

File | Edit View Actions Window Help

Ctrl+N L:_I

Ctrl+0 .

Ctrl+P
Ctri+F2

1 Almac

Report Designer...

2 South West Acute Hospital Enniskillen Northern Ireland

This will then open a new window from which you can select “Approved Vendor List Form 51.015A” from the drop

down and select “Preview”.

{" Choose a Report:

o Select a Report

{* Current View

Print Selection

=
Supplier List (Detailed)
Supplier List (Detailed)
Supplier List
Approved Vendor List Form 51.015A
Preview Design Cancel

This will then open a new window with a report showing a list of all Vendors and their associated information.

© sites Module - Approved Vendor List Form 51.015A - Print Preview

File

2D 222 P

Har» " BRO &-Q-Ha

NHS
N~

Greater Glasgow

Printed on

Form 510194 " 2%!

Version 3.0

and Clyde Vendor List
Amac Approved Ruestionnane 112017 11200
achem Tot Approved Questionnane 17022016 1022019
Ens [Under Review T/01.0001
[Clovis der Review /010001
[Exelixis Inc Ppproved Ruestionnaie 112016 112019
[Fishier Climical Services Approved Ruestionnase 57072017 51072020
NMawddeys Tot Approved Ruestionnane 3122013 3122016
Terck Serono Tot Approved Questionnane 3123013 31272016
[NTHR Leicester Biomedical 1/010001
[Research Center
[PCT [Approved Ruestionnane 3072018 3072021
[PCT Tzt IApproved Questionnane 77023017 0272020
FPU Approved uestonnase 71072017 77102020
[Roche inder Review 17010001
fSharp Clinical Services Rpproved Ruestionnane 3082018 3082021
Taysde Phannaceunca Approved Ruestionnase 3112007 3112000
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This report can then be extracted to Excel by selecting the extract button from the top of the window and select “XLS”
from the drop down.

e

Z2LUR2PR2P K> N BRAD & Ea 0

PDF L_
HTML
TXT
f csv
NHS.:
XLS
‘\ p—
Graphic
Greater Glasgow—
catssmc PN ST

This will then open a new window asking to confirm the extract details, select “OK” without any changes.

¥XLS Export Options £2
Export mode: Single file d
Sheet name: Sheet
Text export mode: Value -

Show grid lines
¥ Export hyperlinks

Raw data mode
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The next window will open asking you to select a location to save the extracted file, select an appropriate location

and save the file.

Name
# Quick access

@ OneDrive

I This PC
B 30 Objects
I Desktop
2| Documents
& Downloads
D My Music
&] Pictures

B Videos

& Network

Date modified

lo items match your sear

ch

® saveAs X
&« v 4 > ThisPC > Documents » Vendor List v O Search Vendor List p
Organise »  New folder - @

File name: | Approved Vendor List Form 51.015A

Save as type: | XLS Document (*.xis)

A Hide Folders

Save

Cancel

Once you have saved the file, a new window will open asking if you wish to open the file you have just saved. If you

select yes the file will open.

Export

|9I Do you want to open this file?
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Following this process, you will have a copy of a file which contains the status of all Vendors held in Q-Pulse. This file

can then be shared if required.

@B H S E QDM [ Approved Vendor List Form 51.015A [Compatibility Mode] - Excel ?2 B3 - X
HOME = INSERT ~ PAGELAYOUT ~ FORMULAS ~ DATA  REVIEW  VIEW  DEVELOPER Gribbon, Paul ~
T E); Z:;) ) Adal Jo A == ®-  SwepTen General “’E (% | Normal Bad g B (:: %:““‘j’s“m by
Paste b B I U - DA S== &= ElMegelCente - - % 0 W3 FCua”r:‘c:‘t‘\::nn;l F?[rar:‘a:vas Good Neutral Insert Delete Format :ﬁ;,& SF::“&
Clipboard 5w Font n Alignment ® Number 5 Styles Cells Editing ~
RIS - I v
: A B C D E F G H J K LM N P s T u v w =
: N s Printed on: 10 May 2021
4 Greater Glasgow Version 3.0
9 and Clyde
6
1 Vendor List
9
10
4q Almac Approved Questionnaire 02112017 02112020
1 Bachem Not Approved Questionnaire 01/0272016 01/0272019
13 BMS Under Review 0010171900
14 [Clovis Under Review 0010171500
15 [Eseibis Inc (Approved Questionnaire 2411172016 241172019 ]
1¢ |Fisher Clinical Services Approved Questionnaire 0510772017 05/07/2020
47 [Mawasleys Not Approved Questionnaire 131272013 13122016
1 |Merck Serono Not Approved Questionnaire 13122013 13122016
NIER Leicester Biomedical 000171900
19 |Research Center
20 [FT Approved Questionnaire 40772018 24072021
o1 PCllenyta Approved Questionnaire 27022017 27022020
22 [FFU (Approved Questionnaire 17102017 177102020
93 [Roche Under Review 0010171900
. |Sharp Clinical Services (Approved Questionnaire 0310872018 0310872021
g | Tayside Pharmaceuticals | Approved Questionnaire 13112017 13/1172020 v
Sheet ® 4 3
READY &3 H M -——+ 100%

Alternatively, an individual Vendor record can be reviewed to determine their status if required.

1.3.Adding a new Vendor

In the event a new Vendor is identified and they must be added to Q-Pulse, this can be achieved by opening the
“Sites” Module. This activity is completed by the appropriate member of the Vendor Assessment team with the

correct level of Q-Pulse privileges.
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This will open a new window, from here you can select “File> New Supplier” or click the “New Supplier” button.

45 Custom Filter - Sites List - Q-Pulse

A  Preview
Report Designer...

This will open a new Record to enter the details of the Vendor.

43 New Sites - Sites Details - Q-Puise

PHeW 23-YEQ 00
“7 name I ]

nanager LI I

)

s -
Address - Webstel J A“:::s'l ILI
e | L)

ml ‘ Faxl J n"t"nl ‘
County | ‘ —— | Review Date | =

Guideline51.015B_v1.0.docx

Page 8 of 35



Glasgow Clinical Trials Unit
Guideline 51.015B
Version 1.0

In this window you must then enter the relevant details for the Vendor.

Field

Name

Category (Select Vendor)

Approval Status (Select Under Review for new Vendors)
Business Scope (Enter services provided

Address

City

Postcode

Country

Contacts (expand and add known contacts)

When the relevant details have been added, save the record and the new Vendor will be added.

In the same window, contacts can be added for a specific Vendor. This will be a record of individuals who are
contactable in relation to activity conducted with this particular Vendor. To achieve this, expand the contacts tab in
the Vendor record and from here you can add new contacts by selecting the “Add Contact” button.

»

[,  Contacts

J;’

Full Job Telephone Mumber E-Mail

[
g

This will then open a new form to be completed with the relevant contact details, when saved this will allow you to
select this individual as a contact during Vendor Assessments.

48 Add/Edit contact - Bachem ¥ iR

e

Title || -

Flease enter the details of the contact

First Name
Middle Name
Surname

Job Title

Telephone
Number

Email

oK Cancel
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If during the set-up of a Vendor Assessment, detailed below in section 2, you are not able to find the name of the
contact you are also able to add at this time.

0 Search for Person 3
Show Users Only
Department
Any -
Group
Any -
Keyword T
not found
4~ gearch X
Ful Name Department { Organisation
New... oK Cancel

In this example, the contact “not found” has returned no search results. You can at this time add a new contact by
select the “New” button in the bottom left.

This will open a new window as shown below, as before fill in the relevant details for the contact and in the middle
section change the selection from “Employee” to “Contact”. This will change the field from “Department” to
“Organisation”, click on the 3 dots beside this to open a search window and search for the name of the Vendor this
individual is a contact for. Make the appropriate selection and when all the details are completed for the individual
save the record. This will now mean the contact has been saved and is a selectable option as a contact for this
Vendor.

@) add New Person =

r

as

Type hd
Forename
Middle Name
Surname

Type @) Employee Contact
Department
Job-Title
Tel. no

E-mail

oK Cancel
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1.4. Updating Vendor following Assessment

Following an assessment, a Vendor record can be updated by locating the relevant record in the sites module and
search for the specific vendor name or return a list of all Vendor as detail in section 1.1 and selecting the name from
the list.

By double clicking on the Vendor name in the list their record will open.

2 Mimac - Sites Details - Q-Pulse o B =
File Edit View Actions Window Help

PHSB B Hu® QO

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

Address - Website ‘ | ‘“;:":_: ‘Qmsﬁoma’re |v|

Teephone e oy mE

ary | | Fax | | Rating | |

county | | Emailt |~ | | Review Date |02/11/2020 I=l=]
|

When the record is open you are then able to update their approval status, approval basis, approval date and renewal
date.

The details held for a Vendor can be updated in the event new information is made available at any time, for example
their business scope, address or contact details.
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2. Creating a Vendor Assessment Record

A vendor assessment record can be created in Q-Pulse to track the process of conducting assessments of potential
vendors, to do this, expand the Audit and Monitoring tab from the front launch pad and then select “New > From
Wizard”.

o LaunchPad <Admin, PG> = £
il - B - o -
.
“ideagen
m Workload Analysis
} CA/PA ¥
} Audit and Monitoring 2
e ew D Audit
% Recently Viewesd n; From “Wizard
B Folders
@
s } Documents ¥
& » ¥ Sponsors -
-
=
Y. People ]
~ e
@ Training Courses ¥
A
ﬂ Sites ¥

This will then launch a wizard which will guide you through the process of creating a Vendor Assessment record, the
first window to appear is a confirmation of the action to be taken, select Next to continue.

Mews Audit Wizard 23

Welcome to the New Audit
Wizard

The wizard will take vou through the steps required o
create & new sudi,

®) Q-Pulse:

Click. Mexk to conkinue,

Cancel

< Back
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The next page of the wizard will ask you to select the audit type and a title.

Tew Audit Wizard B3
Enter Audit Descrnipbon
Please enter all of the details assaciated with this sudit,
Type -
Titl=
< Back ek = Cancel

Under the field “Type”, you can select the drop down list and expand “Vendor Assessment” and select either Routine
or For Cause. Routine is used in the event a new Vendor is up for review or a vendor is to be reviewed again within its
set review cycle. For Cause is used in the event we have been notified of significant changes with the Vendor or Non-

Compliances have been raised.

> Audit

> Monitoring

w  Wendor Assessment
For-cause Yendor Assessment!,
Routine Yendor Assessment!,
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In the title field, you can search a number of different categories to select a title. For Vendor Assessments the title
should be the name of the Vendor which will appear under the “Supplier” category. In the event the Vendor is not
available from the list, refer back to section 1.3 which details how to add a Vendor to the list.

e Audik Wizard =3

E nter Audit D escription
Please enter all of the details associated with this Audit,

Type | Routine -

Title | MIHR Leicester Biomedical Research Center(vendor)

< Back Mext = Cancel

Once this has been completed, select the Next button to continue.

The next page of the wizard is when you select the Audit schedule, for Vendor Assessments you should select “Single
Audit”, in the Scheduled Start Date field you should enter the date the assessment is first sent to the vendor, the
Scheduled End Date is when it is expected that the Vendor returns the assessment. By default this should be 20
working days as per the standard timeline, however this can be adjusted to meet particular circumstances.

Mews Aadit wizard £

Enter Audit 5 chedule
Plzase enter the scheduls information for this Audit

Schedule Wwhat? Schedule Dates
Howa would you like to Scheduled Start D ate = | B
schedule:

Scheduled End Date ==

" During the Month of
(& Single Audit

(" Series of Audits

< Back, Mext = Cancel

Once the appropriate dates have been entered, select Next to continue.
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The next window in the wizard is to set the scope of the audit, this allows you to add as many scope items as is

required to define the audit activities.

Mews Aadit wizard £
Audit Scope
Specify the scope for this Audit, Mote: Scope ikems may have already
been added automatically based on the Audit Title
Scope Ibems EF
Subject Type 2
L_'__;f NIHR Leicester Biomedical Research Center (Ye... Supplier: L._:||
< Back, Mext = Cancel

Once this has been completed, select Next to continue.

This will open the next page in the wizard, in this page you can select the Auditor and the Auditee. The Auditor will be
the person who is responsible for carrying out this activity with the Vendor, the Auditee will be the point of contact at
the vendor and can be multiple names. If the names are not present, again refer to section 1.3 which details how to

add names to the Vendors record. Once this has been completed, select Next to continue.

Mews Audit Wizard 3
Key Participants
Specify the keyw participants For this Audit

. -~
Auditors e

Marne Department/Organis, .. | Mote -

Auditess
Marne Department/Organi, . | Moke ”~
f]
= Back Mext = Cancel

Guideline51.015B_v1.0.docx
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The next page in the wizard will be to add a checklist, this is not applicable for a Vendor Assessment so select Next to

continue.
Tew Aadit wizard EZ
Add Checklists
Add one or more Checklists from the Template List,
Title i
x
= Back Mext = Cancel

This will then bring you to the final page of the wizard, this will confirm all the details which have been entered, by
default the tick boxes will be select to confirm the Audit Schedule and not display the Audit Details. Reverse the order
of the tick boxes.

e Audit Wizard 3 e Audit Wizard 23

Almost Finished the New Audit Almost Finished the New Audit
Wizard Wizard
Flease review the wizard summary before finishing Please review the wizard summary before finishing

Calendar: Routine
Title: NIHR Leicester Biomedical Research Center{Yendor!)

Calendar: Routine
Title: NIHR Leicester Biomedical Research Center{Yendort)

Scheduled Start Date: 1471042019

Scheduled Start Date: 14/10/2019
Scheduled End Date: 21/10/2019

Scheduled End Date: 21/10/2019

Primary Scope: MIHR Leicester Biomedical Research Center
Lead Auditor: Admin, PG

Primary Scope: MIHR Leicester Biomedical Research Center
Lead Auditor: Admin, PG

®) Q-Pulse:
®) Q-Pulse:

v = Confirm Audit Schedule
After Finish - Display Details of the Audit | After Finish - Display Dekails of the Audit
< Back Einish Cancel < Back Einish Cancel

When you untick to confirm the schedule and tick to display the audit details, select Finish to create the Vendor

Assessment record.
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This will then open the new record for the Vendor Assessment, update the details in the Summary box to give an
explanation of the activities involved in the Vendor Assessment so that those not involved with the activity can

understand what is to take place.

,_J WEM-ROU-18 - MIHR Leicester Biomedical Research Center{endorl) - Audit and Monitoring Details - G-Pulse

Eile Edit View Actions ‘indow Help

B H2RBRLBROM

o=

BR-¥060

WEM-ROU-18 MIHR. L

Edic. ( i
e s e
Dﬁchedu\ed
SchododEnd powsterd  [BE  coseans| o]
Schedule Confirmed

Summary - %‘
Findings |Mum... | Details Type - | Status Risk Rating =]
2
X
[— e [ mE wenedon @@ &

& Auditors and Auditees

Al

Guideline51.015B_v1.0.docx
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3. Update Vendor Assessment Record

After a Vendor Assessment record has been created, certain details within this record must be updated to document
the activities which have taken place which may be required at several stages through the process of conducting a
Vendor Assessment.

To do this, open the audit record for the Vendor Assessment in question.

% _ WER-ROU-19 - ATTEST 2 GM14MESSEMon CommercialiCTIMPY) - Audit and Monitoring Details - G-Pulse o =R
Eile Edit Miew Actions MWindow Help
#= 1 = -~
=7 H " Q =z - (,_,} s
e
MNumber VEN-ROU-19 Title ATTEST 2 GGR14MESSE(Mon Commerciall CTIMPY)
Type Routine - LeadAuditor  Admin, PG v
Status Schedulzd scheduled fo start on F1,/10/2012 (not confirmed}
Scheduled Stat | 3171072019 = E Actual Start = = Closed Date = =
Scheduled End | 31/10/2019 = | &= Actual End = | B Closed By oo
Schedule Confirmed 1
71
Summary Wendor Assessment Summary
Findings Mum... | Details Type a | Status Risk. Rating
£
i Accepted
Accepted By Target Date & | Accepted On = =
|_-I x| -
Modified

Section 1 as shown above in red is where the details are retained for the Schedule of the Vendor Assessment. The first
fields which should be populated are the Scheduled Start and Scheduled End Date, the Schedule Start is the date at
which the assessment was sent to the Vendor. The Schedule End is the target date at which the vendor should reply.

The next batch of dates is the Actual Start and Actual End dates, this is where, as the Auditor, you record the date at
which the Vendor sends a response to the Assessment in the “Actual Start” date field. Following this, the assessment
should then be reviewed and the date at which this is completed should be entered into the “Actual End” date field.
If, during this review, issues have been identified with the content then a Non-Conformance can be raised for each to
track the responses from the Vendor, this is discussed in section 4. At the point all follow up actions, if applicable,
have been completed then the record can then be marked as closed and the name of the individual who closed the
record entered.

Section 2, highlighted in green, is the Summary box where the details of the Vendor Assessment can be entered. This
box is used to tell the story of the activity, from planning to completion. This box should contain the intended
activities before the Vendor Assessment takes place and then updated during and after the assessment to detail the
activities.

Page 18 of 35
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The use of these date fields has been summarised in the graph below.

Date when vendor actually returns
assessment

Actual Start Date
|

e e e e e
| |
H H I
|
Schedule Start Date Schedule End Date Actual End Date
Date wh
ate when Date when Vendor expected to return Date when assessment returned by
assessment sent to .
assessment Vendor has been reviewed
Vendor

Vendor Assessment Timeline

The final section of the audit record which can be updated falls under the Properties tab, here it is possible to attach
files to the audit record. This can be used to record any evidence, or documentation relevant to the assessment and
build up the picture of the activities which have taken place, this should include the returned assessment form.

=

&

»

serhote DateiTime  «

MNo Notes Added

B
@

When the completed Vendor Assessment form has been returned, a copy must be added to the Vendor Assessment
record. If there are delays in response from a Vendor, as well as updating the summary box, a note should be added
to the properties section to record that a reminder/escalation has been sent.

3.1. Amending the Vendor Assessment Record
It is possible to amend the details within an Audit Record

Page 19 of 35
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If you have been assigned the appropriate access rights within Q-Pulse, the schedule of the Audit can be adjusted if
circumstances change. If the schedule of an audit has not been confirmed, this is a simple action to overtype the
dates in the Scheduled Start and Scheduled End. You are able to tell if the schedule has been confirmed by the tick

box below these dates, once confirmed it is not possible to unconfirm the schedule.

Scheduled Stat | 31/10/2019 = |F

Scheduled End | 31/10/2019 = |F

Schedule Confirmed

Once a Schedule has been confirmed, the dates will then become greyed out and cannot be overtyped.

Scheduled Stat | 31/10/2019 =il

Scheduled End | 31/10/2019 =il

¥ schedule Confirmed

In this circumstance, you can only change these dates by selecting “Actions > Re-Schedule Audit”

") MON-WIS-S - ATTEST 2 GML4MES3S(Mon Commercial)CTIMPY - Audit and Ma

File Edit Miew | Actions | Window Help
]
- I ¢

Number

A Be-Schedule fAudit...

This action will then open a box where the dates can be changed and a reason for this change given.

- Reschedule Audit: MON-YIS-5 T =
Fieaszan
Scheduled Start D ate 31f0z01e = =
Scheduled End Date 31f0z01e = =
[o]4 Cancel

This will then add a note to the audit record to detail the change.

User/Mate Date/Time -
- admin, PG <assigned o... |
Rescheclie

Test

Previous Schedule Start Date; 3171072019
Previous Schedule End Date; 3171072019
Previous Scheduled Duration: 0

Guideline51.015B_v1.0.docx
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The scope items of an audit can be adjusted if the scope of an Audit Record or Monitoring visit changes, this can be
done from the audit record by using the green plus and red x to add and remove items respectively.

L B
Scope Item Type a | Planned Actual EF
MIHR Leicester Biomedical Research Center (VendorihIHR. Leicesker Biom. .. Supplier W |_X—|
L._:|| ATTEST Z GML14MES98 (Non Commercial,CTIMP'ATTEST... Trial W L.—:||

When you press the green plus to add an item, the following window will appear, from here you can search for a
range of defining attributes for the visit. This list is controlled and updated by the appropriate Q-Pulse administrator,
if the need arises to add further criteria to this list they must be contacted with details of what to add.

0 Search For Area OF Standard 22

Search For: | Area Of Standard A

i Internal Audit Report Process|SOP
> IS0 9001 :2008
» 150 15189
> GCP Guidelines

Research Governance Framework

Trial Protacal
150 Medical Device

Mew, .. ok Caniel

The drop down list at the top allows you to select the top level themes under which you can then select the defining
criteria.

Area OF Standard
Department
Document
Supplier

Process

Trial

Cther Subject
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Part of the scope within a vendor assessment record should be the Vendor in question, by double clicking on the
vendor’s name in the scope items you are able to open a record for this Vendor.

45 MIHR Leicester Biomedical Research Canter - Sites Details - Q-Pulse = B 2

File  Edit Wiew Actions Window Help

%H@Q B - +&H§§

ﬁ NIHR Leicester Biomedical btz Wendor ¥
Number
.|, Approval -
Status
Business
Scope
Address Website Approv‘_al e
Basis
Telephone Approval
Number Date =B
City Fax Rating
C t
ounty Emaill | = Review Date ==
Post Code
Country =
q@_l Contacts ﬂ

<«

=| Non conformances

-
@y Properties

<«

Here, several details can be added to the Vendor’s record. Contact details for the vendor can be added, files can be
attached to show their approval status, etc.

The final tab of interest which can be edited from the Audit record, this is where the Auditors and Auditees are
recorded. Under each section, names can be added and removed as required using the buttons with the person with
either the green cross or red X to add or remove as required. In the event of the auditors, a lead auditor must be
identified, this is done by selecting the button of the person with a tie while highlighting the name.

o Py
" -
Auditors e
Marne Department/Organisation Moke ‘;5

% Admin, PG "
-~

i

Auditees

Mame Department/Organisation Mote E}.
Gribbon, Paul Research Governance a,

"~

r
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3.2.Sending Reminders/Escalation to Vendor

In the event a reminder or escalation needs to be sent to a Vendor as they have not met the original deadline, this
must be recorded within the Vendor assessment record. Q-Pulse or any toolsets used to manage the Q-Pulse data can
be used to send reminders to the staff assigned to complete a vendor assessment or directly to vendors if deemed
appropriate. From this reminder, the assigned member of the Vendor Assessment team will then record this action in
the appropriate Vendor Assessment record. To achieve this, in the individual record for the Vendor Assessment you
can scroll down to the properties tab and complete 2 actions.

Add a note of reminder/escalation

In the properties tab, on the right hand side there are multiple options, select the “Add Note” button to add a note to
the record that the Vendor has been contacted.

o

This will open a new window in which you can add a note that states that the Vendor has been contacted for the
purposes of a reminder/escalation.

85 Add/Edit Note for VEN-ROU-20 =S

Please enter a Note / Comment

OK Cancel

Attach reminder/escalation E-Mail

You can attach a record of the E-Mail sent to the Vendor to the Vendor Assessment record as evidence of the
correspondence, you can find the button of interest for attaching a document is the paperclip with the green plus
symbol.

e

This will open a new window where documents can be attached, from this window select the “Add Files” button.
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@ Edit Attachment

Attachment description
This attachment incudes the Following files:

File: Mame: Path

No Files Attached

Attachment Managsment

Delete original file(s)

oK

Add Files...
Add Folder. ..

AddURL...

Cancel

This will then open a standard document selection window, navigate to the location of the document of interest and

select the file of interest and confirm, this will return the document to the window. The Attachment Description will
change to the title of the top document which can then be edited as required, multiple documents can be uploaded

at one time or in separate instances. If multiple files are uploaded this will act like a folder which can then be opened
and document selected individually, or in the instance of one file it will be a direct link to that one file.

0 Edit Attachment

Attachment description | Skaff Categories
This attachment includes the following files:

File Name Path

Staff Cateqgories,xlsx

Attachment Management

Delete ariginal File(s)

oK

Add Falder...

Add URL...

Extract
Remove
Wiew

Set Index

Cancel

Once this has been completed and the files added, the attachment will appear in the properties section of the Vendor

Assessment record.

Guideline51.015B_v1.0.docx
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4. Raise Vendor Follow Up

When raising a follow up action from a Vendor Assessment, this is done from the Audit Record in Q-Pulse. Open the
record for the Vendor Assessment which the finding relates to as shown below.

& YEM-ROU-19 - ATTEST 2 GM14MNESSS(Non CommercialyCTIMPY) - Audit and Manitoring Details - G-Pulse = B =

File Edit Wiew Actions Window Help

9= T = o~
S-Hel @ & , 5]
-
Number vEN-ROU-19 LM TTEST 2 GM14MES98(Mon Commer ciall CTIMPL)
Type Routine - Lead Auditor Admin, PG SaCLH

Status Scheduled Schedufed to start on 31/10-2019 (not confirmed}

Scheduled Stat |31/10/2019 =E = Actual Stat EH B Closed Date =H =
ScheduledEnd |31/10/2019 =B Actual End =B Closed By v e

Schedule Confirmed

= A
7 -T
—
Summary | Yendor Assessment Summary |-
L
Findings Murm,., | Details Type - | Status Risk Rating
=l
Arcepted 3
Accepted By - e Targcectaga?:e E ] Accepted On =|E N
AN
= v
= AN
1 A N
1 x| - N
AN
AN

As above, the buttons to raise a Follow Up are greyed out when the Vendor Assessment record has not been marked
as started. To enable the ability to raise a Follow Up you must enter an “Actual Start” date and save the record. When
this is done, the buttons will light up and the functionality will be enabled.

E

E!
i

o

L=

Ev

Alternatively, if the Vendor Assessment record is marked as Closed by entering details in then Closed Date and Closed
By fields, this functionality will once again be greyed out and not be accessible.
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To raise a Follow Up, select the “Raise Non-Conformance from Wizard” option on the right hand side in the findings

section.

|

This will then present you with a list of available wizards to select, there are different options available, in this

instance, select the “Vendor Follow Up” wizard.

,__j' WER-ROU-19 - ATTEST 2 @M L4RESSE{Mon Commercial,CTIMPY) - Audit and Monitoring Details - Q-Pulse

File Edit Miew Actions Window Help

EB-HSBBYRRORER-B-¥ 0O
e 2 s Comere ) ]

wosne s e

Audit Mon Compliance
Maonitor Finding

Scheduled Stat |31/10/2019 == Actual Stat |[[IFTIETE Closed Date | =@

Scheduled End |31/10/2019 == Actual End =FF Closed By | |
Schedule Confirmed

;—'%li Findings

Surnmary Wendor Assessment Summary N @

- &

Findings Mum,.. | Details Tvpe a | Skatus Risk, Rating

Accepted By | |v|| Tar%c.;tegtaig ||| Accepted On |||

777 Auditors and Auditees

Guideline51.015B_v1.0.docx
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This will then open a wizard which guides you through the process of creating a Non-compliance. The first page of the

wizard will be a confirmation of the action which is to be taken, if you wish to continue then press Next.

Vendor Follow Up Wizard

B3

®) Q-Pulse

Welcome to the Vendor Follow
Up Wizard

< Back Mext =

The first page of the wizard has 2 fields, the first is a free text field in which you can enter details relating to the issue

to be follow up. Use this to explain what it is that has been found and make reference to any documentation or
supporting information to a sufficient level that anyone who is not directly involved will be able to understand what
has happened. This is an explanation of the issue and can be reviewed by others at a later date so should not be in

any form of short hand or make too much use of acronyms.

Vendor Follow Up ‘Wizard

Det sils

Trial

BTTEST 2 GNI4NESSS

< Back Mext > Cancel

Guideline51.015B_v1.0.docx
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The second field is to assign a Trial, this should be prepopulated as the Trial should be recorded in the Vendor

Assessment record.

Once both fields have been populated, select “Next” on the wizard to move to the next screen.

The next window in the wizard will then have 3 fields to be completed.

Wendor Follow Lip Wizsrd

< Back bhet Cancel

2

The first field for source will be prepopulated to “Vendor Assessment”.

The status field of the wizard will default to Open, as the CAPA will be open with actions required when first raised.

The 3™ field is to class the severity of the finding, from the set range of 1 to 4 which are categorised in SOP 51.008.

Vendor Follow Lip Wizard

Source
Wendor Assessment T
Shanes
Opean =

Severity
1 i
2 Major

3 Sernious
4 Critical

< Back. [t > Cancel

=

Once these fields have been completed, select Next to continue.

Guideline51.015B_v1.0.docx
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The next page of the wizard will have 4 fields which require details, the first which has the title “Supplier” relates to
the Vendor against which the finding is being raised. To select the appropriate Vendor, click the 3 buttons to the side
and search for the vendor within the window that opens.

Vendor Follow Up ‘Wizard X

Raisad Against Supplier
Supplier
|

Contact

Cwirar

Raized By Person
Adrrin, PG )

< Back Mext > Cancel

When a vendor has been selected, you must then select a point of contact for this vendor. This allows for a clear path
of who should be contacted in relation to this if required at a later date.

Vendor Follow Up ‘Wizard X

Raisad Against Supplier

Supplier

Robertson Centre for Biostatistics
Contack

=

. Test? Test2 Ropertron Canfra for Bios...

< Back Mext > Cancel
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Finally, the Follow Up will require an Owner. This is the person who will be Accountable for the work to be carried out
as a result. They will not necessarily be the one who does the work but are seen as the Owner of the issue, this could
be the person named as the Auditee.

The raised by field again will be automatically completed and will be the name of the lead auditor from the audit
record, this can be changed at this stage if required.

Vendor Fallow Up Wizard bXH

Roaised Against Supplier

Supplier

Robertson Centre for Biostatistics
Contack

Charsr
Admin, PG i LTE

Rosisad By Person
Adrin, PG - o

< Back Mk > Cancel

Once this is complete, click Next to continue to the Final page of the Wizard.

At this stage, the wizard will confirm that a finding is about to be raised, you can select the box to open the CAPA
record which will then be raised after you click Finish.

Yendor Follow Up Wizard 2

The Yendor Follow Up Wizard
is now complete

Thank wou

®) Q-Pulse’

[~ After Finish - Display Details

< Back Finish Cancel
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Once the Non-compliance has been raised and the record is opened, you can see all the details entered in the wizard

will now be displayed. This can be edited if required.

,’J YEM4 - CA/PA Details - Q-Pulse

File Edit View Actions Window Help

B-Hdepd W8 uP 00

WEM-ROU-19 - ATTEST 2 GM14MESIS(Mon CommercialiCT. .

oo
Vo asesent s

10/10/2019

Raised By (@ Internal (O Cuskomer Against () Department (8 Supplier Severity |2 Major
Adrin, PG | ] Rohertson Centre for Bio... | Keywords |
Cortaey 25 T[]
Process | -] Document | E=Ed Standard |
Fault Category | -] Resolution | | Root Cause |
Trial [ATTEST 2 GN14NESSE |~ | Closed By | [ ] Closed Date |

ElE]

Once the Finding is raised, the stages will not have an assigned name. Open the record immediately after raising and

assign an individual who is responsible for completing this action.

Guideline51.015B_v1.0.docx

Owner | |V|| Completed By | L
TargetDate | 25/10/2013 I Closed Date | &
Detailz | Please provide details of Yendor's Response A %
1 =
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Once this has been completed, when you return to the audit record you will see that the finding has now been
referenced in the “Findings” section. You can use this to see an overview of the status of all findings and double click
on each to open them.

J WEM-ROU-19 - ATTEST 2 GM14MNESIE(Mon CommercialiCTIMPYY - Audit and Monitoring Details - $-Pulse o B ER

Eile  Edit Miew Action: Window Help

B H2BBEXRRCAEER B ¥ 00

YEN-ROU-19 ATTEST 2 GMI4MESSE(Mon Cammercial,CTIMPY) !

e - L

Scheduled Start |31(10/2013 E | ActualStat 10/10/2019 E ®|  ClosedDate | [=1k=]
Scheduled End | 31{10/2013 =23 ActualEnd | =8| Closed By | <]
Schedule Confirmed =
e A
Surmmary Yendor Assessment Summary| N gl
- B
Findings | Mdm. Details Type + | ghakus Risk FLating
VEM4  Test Mon-Conformance  Open =

ﬁccepled8y| |"'|| Taggtegtaig| |@|| Accepted On |@||

£ Auditors nd Audives A -

Page 32 of 35
Guideline51.015B_v1.0.docx



Glasgow Clinical Trials Unit
Guideline 51.015B
Version 1.0

4.1.Managing a Vendor Follow up Action

A Vendor Follow Up is a CAPA which has been raised based off a Vendor Assessment, this creates a unique format of
CAPA with its own structure and identifiable numbering sequence with the prefix “VEN”. All Vendor Assessment
findings will only have one stage to be completed, “Vendor Response”. This stage will be assigned against the
individual carrying out the Vendor Assessment and is intended to capture the response provided by the Vendor to the
clarification or question related to the Vendor Assessment they have submitted.

| Yendor Response

Owner | Admin, P v |een Completed By e
TargetDate |25/10f2019 = Closed Date =23

Details | Please provide details of Yendor's Response

Vendor Response Stage

The intention of this stage is to capture the correspondence with the Vendor in relation to the follow up question or
clarification. This can be the summary of a series of back and forth communications or an individual response, this can
be evidenced by attaching a copy of any E-Mails or Documents they have sent to explain.

Attaching Documents

The same approach for attaching documents can be achieved for CAPAs as previously discussed in relation to the
Vendor Assessment record.

Closing a CAPA

When then stage has been completed within the Vendor Follow Up, the CAPA can then be closed. This will not be
automatically closed, to achieve this the “Closed Date” and “Closed By” fields must be completed. This can be done by
typing the details in to the fields directly, or by selecting “Actions > Close Record”, this will automatically enter the
current date and the username of the account you are logged in with.
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,'._j YEMS - CAfPA Details - O-Pulse

o B =R
Eile  Edit Miew | Actions | “Window Help
B |G S 0 @ QO

B Re-OpenRecord

% AddStege. Open A0f0jzoie

L AddHote. adwin, PG 7 osifzos

Iﬂ Add Attachment.., ommercialcT...

&

WiewEdit Properties...  F2

Raised By (@ Internal () Cuskomer Against () Department (@ Supplier Severity | Z Major M
e[ RobetsonCortefor | Koywords ||
Contact |_ﬁ feats Jeats |‘|
Process l:m D ocument | ||x| Standard l:m
Fault Category l:m Rezolution | |'| Root Causze l:m
Trial Clozed By | |v || Clozed D ate

Once this has been completed, save the record for the changes to then take effect and the record will be closed. This

will then form part of the history of interactions with this vendor, if further assessments are required then a new
Vendor Assessment record will be created to capture that instance.
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