Service Development: Clinician training and eLearning module

Staff training:

Key clinical staff members were identified and their specific training needs explored

to tailor the more appropriate method of training.

Table 1: Staff who received formal training prior to the start of study

Breast team Gynae Team Colorectal Other
team
6 Oncologists | 4 Nurse 6 Research 26 Nurses Outpatients
specialists nurses and Chemo suite
4 Research P
nurses 3 Research 5 Oncologists | 10 Nurse practitioners
nurses .
4 Nurse 3 pre- 6 Pharmacists
specialists 3 Oncologists assessment .
P g 5 Oncologists
nurses
2 Admin staff
3 Research staff LCRF
Chemo lead
nurse

Prior to training written materials were produced in the form of a trainer prompt

sheet, staff training manual and one page staff prompt sheets which were distributed
to all relevant clinical areas as a guide in how to access the patient reported results
within the EHR.



eRAPID Staff training prompt sheet

Introduction of staff facilitating training

« Introductions
« Ask staff to complete training log
« Overview of objectives of training session
o Aim to describe the eRAPID research programme and RCT in systemic
cancer treatment
o Provide practical demonstration of the eRAPID system on the
computer (internet and PPM)
« Show certificates

Discuss request for eRAPID champion (communication link) with opportunity
to attend eRAPID update meetings.

BACKGROUND

What is eRAPID?

« eRAPID stands for Electronic patient self-Reporting of Adverse-events:
Patient Information and aDvice. This is a 5 year programme grant funded by
the NIHR (£1.9 million). This is being conducted by POCPRG led by Prof
Galina Velikova

« eRAPID is an online system for patients to report information about their
symptoms and side effects during cancer treatment. Patients can complete
questions about their symptoms from home or in the hospital via a website.
We will be asking patients to complete this at least weekly and when unwell
for 18 weeks of their chemotherapy treatment. The questionnaire asks
questions specific to the patients cancer diagnosis to reflect different

symptoms (Gynae, Breast or G.I) The system:



o Provides patients with immediate advice on how to self-manage
mild/low level problems

o Informs patients when to contact the hospital for severe symptoms

o lIslinked to PPM to allow for patient reported data to be included in
medical records for staff to use to monitor patients throughout
treatment

o Can send email alerts to staff to notify them of severe symptoms. (This
will be sent to nurse specialists)

e IMPORTANT
« eRAPID IS NOT A REPLACEMENT FOR USUAL CARE

eRAPID is a project we have been working on and developing for the last 4 years
with funding for NIHR. During this time we

o developed the patient symptom questionnaires- (based on the CTCAE
criteria for assessing chemotherapy toxicity)

o devised the eRAPID website, collated self-management advice for low
level symptoms

o set up the IT infrastructure to allow for patient questionnaire data to be
transferred into PPM from an online questionnaire website

o conducted testing in the breast cancer clinic with 14 patients receiving
chemotherapy

o Patients and oncology staff were involved in all steps of the
development of eRAPID taking part in interviews, choosing symptom
questions, advising on the website and participating in usability testing.

eRAPID RCT in systemic cancer treatment January 2015- December 2017

o Does eRAPID work in clinical practice?

o The study is randomised with half of the patients using the online
system.

o The disease groups covered will be (Adj Breast, Adj G.I. and Gynae)



484 in the main study.

* The overall aims of the eRAPID system are to improve the safe delivery of
cancer treatments, enhance patient care and standardise documentation of
adverse events (AE) within the clinical datasets.

Potential benefits of eRAPID:

* Benefits for patients

o Earlier symptom detection and improved self-management, timely
admissions
o Improved supportive medication use
o Appropriate hospital/GP/community contacts
o Better outcomes (improved symptom control, functioning and quality of
life
« Benefits for staff
o Reduce the number of hospital/GP/community contacts
o Save time spent on enquiring and recording AEs
o Focus attention during clinical contacts on most important/sever AEs
Support decision making in routine care
+ Benefits to the NHS
o eRAPID provides a cost-effective approach to supporting patient self-

o]

management and reducing hospital/GP contacts

PRACTICAL DEMONSTRATION

How does eRAPID work?

QTool and eRAPID website

Practical demonstration of patient symptom questionnaire and how staff access

results. (Also how to access alert report for those responding to alerts)




https://qtool.leeds.ac.uk/Account/ParticipantLogOn/LTHT
Username: Demo Password: demo

e 1st demo complete mild/moderate symptom responses to activate self-
management advice

« 2" demo complete severe symptom responses to show alert message for
contacting hospital

« Show website advice

PP

Using patients (007 and 023) from breast usability study as example eRAPID QTool
data demonstrate:

e Accessing results on PPM (graphs and tabulated results)

e Show cycle graphs on Usability patients and go through refining results.
(patient 007)

e Show how to access alert report for those staff receiving e-mail alerts.

e How to respond to an alert (specifically for Breast CNS, Gynae CNS). Still go
through this process with other teams highlighting they have the option to
respond if they have had contact with a patient.

« Request staff document in PPM their annotation if patient contact them as a
result of completing the eRAPID questionnaire.

How to use PPM results

* Encourage clinicians to report back to patients that they have seen the
eRAPID toxicity. Show the patients the graphs or the table. Go through it

= Thank you for reporting your symptoms. | can see you had xxxxx, tell me
more about this, when, how did you deal with it?

e Have you got any other problems/symptoms?

Figure 1: Trainer prompt sheet
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eRAPID Staff Training Guide

Thank you for your help with the eRAPID research study. This guide provides an overview of
eRAPID, the RCT in systemic treatment, information on accessing patient reported
symptoms in PPM

The guide is divided into the following sections:

1.

2.

What is eRAPID?

Why and how was eRAPID developed?

How does eRAPID work?

Accessing patients symptom report information in PPM

Using patient reported information- An example from the eRAPID usability
testing

The eRAPID RCT in systemic cancer treatment: What is expected of me?

Frequently asked questions

To contact the eRAPID research team please:

Psichosocial Oncoloii & Clinical Practice Research Groui




What is eRAPID?

eRAPID stands for Electronic patient self-Reporting of Adverse-events: Patient Information
and aDvice

eRAPID is a 5 year programme grant of £1.9million funded by the National Institute for
Health Research (NIHR). The research is being conducted by the Psychosocial Oncology
and Clinical Practice Research Group (Level 3 Bexley Wing), led by Professor Galina

Velikova.

eRAPID is an online system (see Figure 1) for patients to report information about their
symptoms and side effects during cancer treatment. Patients can complete questions about
their symptoms from home or in the hospital via a website. The system:
o Provides patients with immediate advice on how to self-manage mild/low level
problems
o Informs patients when to contact the hospital for severe symptoms
o ls linked to PPM to allow for patient reported data to be included in medical records
for staff to use to monitor patients throughout treatment
o Can send email alerts to staff to notify them of severe symptoms

The overall aims of the eRAPID system are to improve the safe delivery of cancer
treatments, enhance patient care and standardise documentation of adverse events (AE)
within the clinical datasets.

In the 5 year research programme we aim to assess the value of eRAPID in clinical
practice.

We hypothesise that eRAPID has the potential to bring benefit to patients, staff and the

NHS in the following ways:

Benefits for patients

o Earlier symptom detection and improved self-management, timely admissions

o Improved supportive medication use

o Appropriate hospital/GP/community contacts

o Better outcomes (improved symptom control, functioning and quality of life
Benefits for staff

o Reduce the number of hospital/GP/community contacts



o Save time spent on enquiring and recording AEs
o Focus attention during clinical contacts on most important/sever AEs
o Support decision making in routine care

o Benefits to the NHS

o eRAPID provides a cost-effective approach to supporting patient self-management
and reducing hospital/GP contacts

Figure 1. Overview of the eRAPID system
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2. Why and how was eRAPID developed?

Why?

e Systemic drug treatments for cancer are often associated with acute and long term adverse
events (AE).

e Severe AEs can escalate to hospitalisation for potentially life-threatening toxicities: 18% of
cancer patients present to emergency services within 14 days of a scheduled hospital visit

for symptom management (infection, fever, nausea/vomiting, pain, breathlessness)
¢ Many patients however, delay seeking emergency care especially out of hours

* AE are documented consistently by physicians in clinical trials however in routine care
recording of AE by clinicians and reporting by patients is variable and often omitted and this
may be a factor in preventable fatalities

+ The need for monitoring of cancer treatment AE is at odds with a health care system relying
increasingly on patient self-management and home based care. In order to bridge the gap
in service provision to detect, identify and manage AE in cancer patients we have
developed the eRAPID system

e In our previous research in Leeds the Psychosocial Oncology and Clinical Practice
research group have shown that electronic reporting of patient-reported outcome measures
(PROMSs) has proven extremely acceptable to patients in the clinic setting

How?
e Between 2010-2013 the eRAPID developmental work was conducted (funded by an NIHR
programme development grant), which focused on
o Building the online system for patient reporting of AE and linking this information into
the electronic patient records (PPM)
o Exploring the cancer teams and care pathways to establish where eRAPID would
best fit within these.
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o Selecting and adapting the symptom questions that could be understood by patients
and clinicians and mapped onto the Common Terminology Criteria for Adverse
Events (CTCAE) severity grades already used by clinical teams.

o Collating patient information and advice for managing the common symptoms and
side effects of systemic cancer treatment and putting this information on the eRAPID
website.

Staff and patients have played a vital role in the development of the eRAPID system
throughout the past 4 years by taking part in interviews, choosing symptom questions,
advising on the website and participating in usability testing

e In 2013 the NIHR awarded Professor Galina Velikova the 5 year programme grant to
assess the value of eRAPID in clinical practice.

e Early in 2014 we conducted a testing exercise of the full eRAPID system

o 14 breast cancer patients receiving adjuvant chemotherapy agreed to assist with the
testing. Patients were given access to the eRAPID symptom reporting questionnaire
and eRAPID website at the start of treatment.

o The clinical nurse specialists and oncologists involved in patient care were trained to
access the patient reports in PPM.

o Feedback from both staff and patients and patients was predominately very positive
and the comments and advice received helped to refine the intervention further.

o Patients have felt the system is easy to use and provides valuable information about
managing the symptoms and side effects of treatment.




Figure 2. Comments from breast cancer patients involved in the eRAPID testing phase

Feedback from patients

| found this website to be very useful and puts your

mind at ease as you can have a lot of questions or

problems regarding your illness and with one click

they can be answered and absorbed within minutes
No waiting till your next appointment

Its like a life line
when you feel
isolatedwhen

you're at home

and feeling poorly
or just for more
information on
certain aspects of
your illness

Just to let you know
that | found
questionnaire
extremely quick and
easy to access and
complete and from
my first use I cant
see that it requires

any improvements
Well done to you and
your team!

Ifl canuse it
anyone can!




3. How does eRAPID work?

o In this section we describe how eRAPID works from the patients’ perspective.

o Patient participants consenting to the eRAPID study will be asked to complete the symptom
questionnaires by logging in via the eRAPID website http://erapid.leeds.ac.uk/

eRAPID

Developing a system for
cancer patients to report
symptoms online

Patient enters unique
username here.

cRAPID

L (A Developing a system for
' l‘q. o e R cancer patients to report

11 symptoms online

Click on green
Welcome to the home page of the University of Leeds and Leeds

MANAGNIG CANCER Teaching Hospitals, eRAPID research project funded by a National circle to
SYMPTOMS AND TREATMENT Institute for Health Research (NIHR) Programme Development Grant

so errEcTs (RP-DG-1209-10031). Comp|ete the
KEEPIG HEALTHY DURNG eRAPID stands for “Electronic patient self-Reporting of Adverse eRAPID

CANCER TREATMENT events. Patent Informaton and aDvice" O s otsires g q uestionnaire

ORI CHIER N The aim is to develop an integrated web-system for patients o report

i symptoms and side eflects dunng and after cancer treatment Data
thatis reported by patients using the web-system (called QTool) will be
documented in individual patient electronic health records Where
patients report mild side effects they will receive advice on how 1o
manage them and to seek timely medical advice Where patients
report senous side effects, a system of alerts will be sent to clinicians.

If you have any queries regarding the content of this website, piease
contact The Psychosocial and Clinical Practice Research Group
(POG) on (0113) 20 67628.




Login

Username:

7 Access QTool (the online questionnaire
e builder where the eRAPID symptom
guestionnaires are available)

Questions will appear on the page one at a time.

Demo | Home | Account | Log Out

eRAPID questionnaire
Page 2of 12 ([l

During the past week:
Have you felt sick (nauseous or queasy)?
No
@ 1 felt sick but I was able to eat and drink the SAME AMOUNT and type of foods as usual
1 felt sick and 1 ate or drank LESS THAN usual or changed what I ate or drank

1 felt sick and was not able to eat or drink

Previous page Next page
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Demo | Home | Account | Log Out

eRAPID questionnaire

Page 3of 12 ([

During the past week:
Have you been sick (vomited)?
No

I have vomited 1 - 2 times in a 24 hour period
T have vomited 3 - 5 times in a 24 hour period

® | have vomited 6 or more times in a 24 hour period

Is this a current problem or has it now improved?
This is a current problem for me

T have experienced this problem in the last 7 days but it has now improved

Previous page

When patients
report having had
a severe symptom,
in the last week we
ask whether this is
a current problem
or if it has now
improved.

Next page

Demo | Home | Account | Log Out

eRAPID questionnaire

Page 3of 12 (N

During the past week:
Have you been sick (vomited)?
No

I have vomited 1 - 2 times in a 24 hour period
1 have vomited 3 - 5 times in a 24 hour period

@ | have vomited 6 or more times in a 24 hour period

Ts this a current problem or has it now improved?
@ This is a current problem for me

1 have experienced this problem In the last 7 days but It has now improved

You have indicated a serious problem in this area. We recommend that you cont:

symptoms with the medical team (St James's University Hospital 0113 243 3144 and ask for the Oncology Patient Enquirles

Bleep Holder)

Before you contact the hospital and if you feel able, please complete the remaining questions.

Previous page

If the patient reports a symptom that
needs immediate medical attention,
they are advised to contact the
oncology bleep holder.

act the hospital now to discuss your

Next page
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o When all the eRAPID questions are completed the system will provide advice for the
symptoms that have been reported to be a problem. For serious symptoms, patients will be
advised to immediately call the medical team at the hospital to speak to someone about the
problem.

Demo | Home | Account | Log Qut

eRAPID questionnaire
Page 14 of 15 (N

You have Indicated that you have experlenced some serlous symptoms with:
* Sore mouth or tongue

We recommend that you contact the hospital now to discuss your symptoms with the medical team (St James's University
Hospital 0113 243 3144 and ask for the Oncology Patient Enquiries Bleep Holder)

You can also find information and advice about managing your symptoms here.

Previous page Next page

o For less serious symptoms the system will provide some advice for helping patients self-
manage these issues. Information on all symptoms and side effects is available on the
eRAPID website.

Flied vl =

Demo | Home | Account | Log Qut

eRAPID questionnaire
Page 15 of 15

You have Indicated that you have experienced some mild symptoms with: =

« Tiredness or fatigue
« Lack of appetite

These symptoms do not require medical attention at present, but there are simple things you can do to help
yourself.

Please Note:

The advice below has been prioritised to address the most important medical issues first.

You may be directed to our website for more information.

We cannot provide advice for any symptoms you have added yourself in the freetext boxes. If you are worried and
would like advice now, please contact the hospital.

Eor your Tiredness/Fatigue

Fatigue (feeling tired all or most of the time, or not being able to carry out some of your normal everyday activities)
is common in patients undergoing cancer treatment. Although fatigue can be distressing and can impact on your
quality of life, it is important to remember it is not a sign that the treatment is not working, or that the disease is
getting worse.

Please consider the advice below.

Physical Activity

It may seem counterintuitive, however studies have shown that physical activity is actually beneficial when you have
fatigue and it can give you more energy. It is important to only do what you are able to do. Even doing just a little
bit of mild activity everyday will help. You could start out by doing 2-5 minutes daily, then build up to 20 minutes
twice a week then increase this to 30 minutes 3-4 times a week.

A common sense approach to physical activity is vital. Only do physical activity that you feel safe and comfortable
doing. Do not over exert yourself or make yourself extremely short of breath. If you suddenly experience any pain,
become breathless or dizzy/light-headed, have nausea or an irregular pulse stop exercising immediately.




12

In addition the eRAPID website http://erapid.leeds.ac.uk/, includes advice on managing general
and specific issues patients may experience during cancer treatment

€ 3 o leeds ki . 3 sre Al =

Symptom advice.

HOME

Weicome to the hy of the University of Leeds and Leeds
MANAGING CANCER Teachs tals, eRAPID research project funded by a Natonal
SYMPTOMS AND TREATMENT lute for Health Research (NIHR) Programme Development Grant
SIDE EFFECTS (RP-DG-1209-10031)

Click here

KEEPMG HEALTMYOURMG  _  @RAPID stands for “Electronic patient sel-Reporting of Adverse. to complete General adV|ce on
CANCER TREATMENT l - . .

events Patent Information and aDvice’ eRAPID

=& physical wellbeing

COPS YW CICER 0 The aim is fo develop an integrated web-system for patients to report
YOUR TREATMENT

Qnptoms and side eflects during and after cancer treatment Data

e

General advice on
emotional wellbeing

If you have any queries regarding the content of this website, please
contact The Psychosocial and Clinical Practice Research Group
(POG) on (0113) 20 67628.
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After completing the questionnaires patients can see their results presented as graphs so they can
monitor their results over time.

Demo | Home | Account | Log Out

Thank you for submitting your answers, you have now pleted this q ionnaire.
Click here to return to the homepage.
Graohs of Results
The helght of the < Print All
bar represents  [**
the severity of the pain
Symptom.
(Higher bar =

more severe)

When you have completed the questionnaire more than once, your results are displayed as

trish20 lesponses - Vomiting

The patient reported symptom information is immediately
passed into their electronic medical record in PPM
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4. Accessing patients’ symptom report information in PPM

In the patient browser:

1) Find the patient.

2) The “QTool” tab will
appear in the right-hand
panel. Click on this to
bring up the

questionnaire responses.

3) Ensure the correct trial
“eRAPID RCT in
systemic therapy” is
selected.

4) You can view results in
graph or tabulated form
by clicking on the tabs.

..A m

V4
3 v vluunv

oot | @ Cortarn o9 | € v G| 6 l-n..-.l

You can then:

1) View patient’s
responses in graph
form.

2) View the results in
tabulated form.

3) Print results by scrolling
to the bottom of the
page and clicking
“Download current
results”.

4) Click “Open” to show a
PDF document of the
results.

a Corcn Trid tpmote @ QTost | 4 _O
Resus | Graph S———

Do you want 1o open or save this file?

Name: DUMMYPATIENT_AQTooResults pdf
Type: Adobe Acrobat Document
g pomdb eedsth nhs. uk

l'_‘__c«El

e hasm your computer. If you do not kst the source, do not open o
save this fle. What's the usk?




You can change the number of questionnaire results you can see by using the refine the results

functions...

o umber I ]

Naw Patent...

Ust |vre Recent§ avy | @) Patent Summary | Detaits| @) Contoct o | €} Cumical contacts | Estc| @ P Duties | Resuts @ QTool | 3 Documents
L[ oele-

1 [

0
B Ore M oeay

0Mw  thAw T

Note
> Results displayed were corect as of 12:Jan-2015 14:54
o All resulis shown are patient reporied unless indicated otherwise
o QTool Is checked for new compléted questionnaires every S minutes
o A cross Is displayed on a graph to denote an unanswered question
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Refine results
Show results from a range of pol

Show All Questionnaires = I
To
06-May-2014 0758 - @RAPID Toxicity (4.5) =/

€ l
Refine results

Use these drop down boxes to
change the date range for the
questionnaire results you want
to view, or just view result from
one questionnaire completion.

12-Feb-2014 1620 - eRAPID Toxicity (4 5) =
Show results from a single questionnaire response h
[12-Feb-2014 1620 - eRAPID Toxicity (4.5) =]

Refine results

Resel view

Check QTool for new data  Print view

When a patient has reported a severe symptom that has generated an alert this will appear at the

top of their QT ool page:

I eRAMID usabilty testing In breast cancer (riah | Administration

ing 6 out of 14 i ire r

Note: displayed questionnaires can be refined at the bottom of this sci
Alerts for: eRAPID Toxiclty (4.50)

ALERT 25-Feb-2014 SevereChills

ALERT 25-Fet-2014 SevereTemperatureChills

Record Response 1o alert

I Tabulated Results I Graph Results
eRAPID Toxicity (4.5)

Scores

Pain
(1emild Lmoderate Jesevere)
3
o o
A " A A
2 2

Nausea Diarrhoea
(1-mid J-moderate J-severe) (1=mild J-mecerate J-severs)
t t

0OF-> WQMOPPaTW S-R-88)- LI sad s /vex »$3 H-& H-BELi-
D e ] [
Lt | Tree | Sources| et aor | 0 Paent Summary | Detads| £ Contact fo | £ Chimeal Consacts | EoLC| @ Final Ounes| Resuts @ QTool | 3 Documents

[ [ oo == al-||. |

Symptom alerts will appear
in red at the top of the
patients QTool page along

with the date it was reported.

Staff can report responding
to an alert by clicking on the
‘Record response to alert’
button.




Clicking on the ‘Record response to alert’ button will lead to the following page...

C07-> NQANRDa TW S-B-8M- U sed /0o ¥ +24 H-© H-BILi~
0 smmber | =
U | Tree | Sowrces| et ey | 8 Pabet Suemmary | Detos] (3 Gontact o | €5 Cricl Cotocts| Eot| @ Pl Oties| Remats @ Qo0 | 3 Documents

AT o Tree __ Toems ____ Taol-||.

Back

Record clinical response to alert
Note: your name (Mrs Andrea Gibson) and the current time will automatically be added
SevereChills Alert on eRAPID Toxicity (4.5)

— - - : Staff can enter a brief summary of
. \ any actions taken in response to the
= alert (please add your name if you

= are not personally logged into PPM)

and click the box if the alert has
been resolved.

007-> "QAMPDaTW S-B-08- U | «bd 5/ 0wx -y r214 H-© M-I~

0 enber | | Mem Pabert...
ust | Tree | Sources| mecert || sy cmmm|mmm¢m|ﬂamumm|m:\lMwh\nf @ arool | i Documents

T T T T

Back

Record clinical response to alert
Note: your name (Mrs Andrea Gibson) and the cu ime will automatically be added
SevereChills Alert on eRAPID Toxicity (4.5)

Description of action taken (piease enter indiais and fype of acton laken)

[Patirt conacted eam resssarans gran K ABoiom

[ Resowed

Back

T S ey




An additional alert response can be added or previous information can be edited or removed if

required...

@ Fle fdt View Go Toos Window Melp

18]
L7 - > WQMNORP = TW S-B-88- U [ea B 7 /U= ¥ » 23 H-@ BI-Blii~
1 tumber [ ] New pasent...
Ust | Tree| Sources | Recent [ “ay | @ patient Summary | Details| G Contoct 1o | (B Cinical Contacts | EoLC| @ Finsl Duties | Resuits @ QTool | 3 Documents
A [ owe [rvpe [oenis lal-

Back to patient

P to patient alerts
eRAPID Toxicity (4.50) Alerts
25-Feb-2014, Name: SevereChills - @RAPID Toxicity (4.5)

Add new response

RESOLVED: 12-Jan-2015 Patient. suranse given. K.Absolom Entered by Mrs Andrea

Edit response

Click on the relevant
box to add a further
\ alert response, or

edit/remove a previous
25-Feb-2014, Name: Severe TemperatureChills - éRAPID Toxicity (4.6) response-

Add new response

Back to patient

Resolved alerts will then appear in green text...

@ Fle tda_ View Go Took Window Help

A § 1%
007> WANOCPDe TW S-R-B%- U Wsd o /uwxxy »#8 H-@ M-Bli~
0 roe | |
L
ust | Tree| Sources | ecent [ poy nmm\n&]ﬁmmlﬂwmlmllmmlm @ Qrool | 3 Documents |
i oo [Tpe Detals 3l ||

© Updated clinicqalert response

6 oljyof 14

Note: displayed queiqgiinnaires can be refined at the bottom of this screen

Alerts for: eRAPID Toxiclty (4.50)

ALERT. 25-Feb-2014 SevereChills

RESOLVED. 12-Jan-2015 Recorded action: Patient contacted team reassuranse given. K Absolom
Entered by: Mrs Andrea Gibson

ALERT 25-Feb-2014 SevereTemperatureChills

Record Response 10 alert

] e T

eRAPID Toxicity (4.5)

Scores

Pain Vomiting
(1emitd 2emoderate Josevere) (1emild 2«moderate Jsevere)

o o a o
A A A A

2 2

1 oo e oo 1

T SeA  MAor  ObMay T Ohaw . Sy
Bur DA DAx oM 1A D
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eRAPID usability testing
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Using patient reported information- An example from the

¢ Routinely collecting patient reports of their symptoms throughout treatment can help staff

see how symptoms and side effects change over time and may help to identify key

problems for discussion during chemotherapy review consultations. We hope eRAPID data

will be a valuable tool in consultations in conjunction with a discussion with the patient

¢ Below are some screenshots from PPM showing QTool data for a patient who helped with

testing eRAPID in 2014 whilst receiving chemotherapy.

e The symptom questionnaire scores match the severity of the CTCAE- higher scores =

worse toxicity

e Patients can report additional symptoms that are not routinely asked about in the standard

questionnaire but this information will only appear in the tables not the graphs

[ @B eRAPID usabiity testing in breast cancer [TEMP/10310] - Recruitment

eft Trial [1 eRAPID interventon]
None (1 eRAPID intervention]

1) - Finished [1 eRAPID intervention]
JFrished (1 eRAPID intervention]
JFreshed [1 eRAPID intervention]
Jentered (1 eRAPID nterventon]
[None [1 6RAPID intervention]
JFrished [1 eRAPID interventon]
[Frsshed [1 eRAPID intervention]
fFrshed [1 6RAPID ntervention]
fFrished [1 eRAPID intervention]
JFrished (1 eRAPID intervention]
jcons - not Acer
Frished [1 eRAPID interventon]

(8) - Not entered
ot entered
ot entered
[Frushed [1 RAPID interventon]
ot entered [1 eRAPID tervention]
[Not entered
fcons - not Apor [1 eRAPID intervention]
fFrashed [1 eRAPID ntervention]
JLeft Tris [1€RAPID intervention]
JFrished [1 eRAPID intervention]
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The patient reported information can also be viewed in a table:
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et Tril [1 sRAPID iterventon]
[t 1 0 rasvntnd Other symptom o Dizzy . . K
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report are listed in the table.
E.g. dizziness and sore throat

were reported by this patient.

Some advice on using the information during consultations and
discussions with patients:

Please remember to tell the patient you are using or have looked at the symptom reports

they have provided

The patient information is most useful if it has been completed regularly (we are asking

eRAPID study participants to complete the questionnaire on a weekly basis). Patients are

more likely to complete the symptom questionnaire if they see it is being used by staff.

The information should be used to guide conversations with patients- feel free to ask

patients to clarify their answers and check whether your interpretation of the results

matches that of the patient.
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6. The eRAPID RCT in systemic cancer treatment

Timeframe
Recruitment will take place from January 2015- December 2017.

Eligible patients

Adult patients attending St James’ University Hospital Bexley Wing with
« early breast or colorectal cancer requiring adjuvant systemic treatment or
* gynaecological cancer requiring chemotherapy

Sample and study design
» We aim to recruit a maximum of 568 patients to the study.
¢ This will be a prospective randomised parallel group design study with repeated measures
and mixed methods and will include an internal pilot phase.
« Participants will be randomised (following a 1:1 randomisation strategy) to receive the
eRAPID intervention or usual care.

Participants in the intervention arm will receive training in using the eRAPID system to report their
symptoms and side effects (at least on a weekly basis) from home via the internet whilst they are
receiving treatment. Hospital staff will be able to review eRAPID reports and use the information in
the decision-making process when seeing patients in clinic or answering phone calls. Alerts will also
be sent to the relevant clinical team when severe symptoms are reported by patients.

Study outcome measures
This study will use several outcomes to compare the eRAPID intervention with usual care:

Clinical outcomes and process of care measures (e.g. number of hospital contacts including
admissions, clinic appointments, phone calls with hospital staff and changes to supportive

medications and chemotherapy dose change).

Patient-reported outcomes
We will assess overall quality of life using validated questionnaires and appropriate subscales

We will also assess participants’ views of their ability to manage and control their treatment related
side effects with a number of measures assessing self-efficacy and patient activation.

Costs to patients and the NHS
Resource use will be assessed using patient questionnaires detailing contacts with GPs/community
services, hospital visits and patient incurred costs.

Patient and staff interviews
Semi-structured staff, patients and carer interviews will be conducted to explore experiences of
using the eRAPID intervention and any recommendations for improvement.

All participants will be asked to complete study measures at baseline, 6, 12 and 18 weeks.
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7. Frequently asked questions

Below are some commonly asked questions about eRAPID.

What is expected of me during the eRAPID study?

Members of staff will be using the eRAPID patient information in different ways during the study.
We will be encouraging doctors and nurses who have consultations and chemotherapy review
assessments with eRAPID participants to use the patient reported information during their

discussions with patients.

A small number of staff will be sent email alerts when study participants report severe symptoms.
These staff members will receive specific training from the study team and will be asked to record
their response to alerts in PPM.

We hope other members of staff (such as nurse practitioners who take phone calls from patients)
may also use the patient reparted symptom information and we would like staff to record in PPM if
they used the eRAPID information or if the patient mentions being on the study. This will help us
identify if eRAPID is helping patients make decisions about managing their symptoms and
contacting the hospital.

eRAPID is a research study and it is important that we gather feedback from both patient
participants and staff on their views of this new system for collecting and using patient reported
information. Therefore we will be asking staff for their views of eRAPID during the study, either by
a brief questionnaire or interview to determine how eRAPID is being used and suggestions for
improvements.

Will eRAPID replace routine consultations and contacts with hospital staff?
eRAPID is not a replacement for usual care. The aim is for eRAPID to become an additional tool

to assist with clinical decision making and patient symptom monitoring over time.

Will having to access results and discussing them with patients add to the consultation
time?

Our previous research using patient reported data was in oncology clinics demonstrated that
consultations times were not significantly increased in length. We hope that the patient reported



24

data collected in eRAPID will help make consultations efficient as the information can be used to

assist with identify key problems and aid communication about symptoms and adverse events.

Will research staff be available if | have issues with accessing patient information in PPM?
During the study the research team will be recruiting and following up study participants in
outpatients and day case wards. Please feel free to ask any of the team for help or advice if you
are experiencing any issues. Alternatively you can contact the team using the number or emalil
address below and we will aim to respond to your query as soon as possible (during normal
working hours).

What do | do if a patient asks for help using eRAPID?

It is the responsibility of the research team to train participants in logging in and using the eRAPID
online system. If a study participant is having problems accessing or using eRAPID then please
ask them to contact the research team using the phone number or email address provided in the
participant user guide and login postcard.

Is the information patients provide on the internet secure?

The answers patients provide to the symptom questionnaire during the eRAPID study will be
linked to their electronic health record in PPM and the clinical staff will be able to access these.
The answers provided will also be stored on secure databases within the University of Leeds, but
they will be anonymous and confidential.

The research team:
Professor Galina Velikova, Chief Investigator

Kate Absolom, Senior Research Fellow
Andrea Gibson, Research Sister

Marie Holmes, Research Assistant
Beverly Horne, Senior Research Nurse
Zoe Rogers, Research Assistant
Lorraine Warrington, Research Assistant

To contact us please:

Email:
Telephone:

Figure 2: Staff training manual



Accessing eRAPID patient symptom reports on PPM

In the patient browser:

1) Find the patient.

2) Ensure the “Birth”
event is selected in
the left-hand events
screen

3) The “QTool” tab will
appear in the right-
hand panel. Click on
this to bring up the
questionnaire
responses.

4) Ensure the correct
trial “eRAPID RCT in
systemic therapy” is
selected.

CORCEIrTY
e

You can then:

1) View patient’s
responses in graph
form.

2) View the results in
tabulated form.

3) Print results by
scrolling to the
bottom of the page
and clicking “Print
view”.

4) You can then use
the right click on
the mouse and
select “Print”.
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mj Accessing the eRAPID patient alerts report in PPM

At PPM
Switchboard (first
time)

1) Select ‘Reports’

2) Select ‘External’
tab

3) Expand ‘QTool’
folder

4) Select ‘QTool -
Alerts from
Questionnaires’
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After you have accessed the reports once, you can follow these steps thereafter which will be quicker.

At PPM
Switchboard

1) Locate ‘Recent
Reports’

2) Select ‘QTool -
Alerts from
Questionnaires’

Check Box To Rietain Recert Item
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Accessing eRAPID patient symptom reports and alert details

From alert report

1)

2)

3)

4)

Click on patients
name to link to
patients record and
QTool results.

The “QTool” tab will
appear in the right-
hand panel. Click on
this to bring up the
questionnaire
responses.

Ensure the correct
trial “eRAPID RCT in
systemic cancer
treatment” is
selected.

You can view results
in graph or tabulated
form by clicking on
the tabs.
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Dummy. Albert RAPID Symptom Repor - Breast 23/01/2015 Severe Extravasation No
26/0172015 Severe Lack of appetite  Ho
26/01/2015 Severe Lack of appetite No
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To document that you have responded to an alert

To respond to an alert

1)

2)

3)

4)

5)

6)

Click “Record
response to alert”
Click “Add
response” below
the alert you wish
to respond to.
Tick the
“Resolved” box
ONLY if you are
Notate the text
box with the
action taken and
your name if you
are not the person
logged into PPM,
and then click
save.

The alert will now
show as resolved
and will be colour
coded green.

You can add
another note to
the alert if needed
by repeating the
process.
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Figure 3: One page staff prompt sheets




Formal training consisted of one on one sessions and group sessions including
power point presentations and practical demonstrations in accessing the results
within the EHR.

Informal training involved the research team attending clinic sessions offering ad hoc

refresher sessions and introductions for new clinical staff members.

All clinical staff who received formal training completed an evaluation form which
was evaluated by the research staff to inform changes to training. This ensured the

training remained relevant and easily accessible.

c 4 ] f B
Staff Training Evaluation Form
lam a: QO CNS O Staff Nurse O Other Please specify ..................

Please indicate your impressions of the items listed below.

Strongly . Strongly
Agree Agree Neutral Disagree Disagree
1. The training met my expectations. o o] o o] o
2. | will be able to apply the o o o o o
knowledge learned.
3. The training objectives were
identified and followed. ° 2 e 2 ©
4. The content was organised and a o o a o
easy to follow. b b
5. The materials distributed were o o o ) o
pertinent and useful.
6. The trainer was knowledgeable. o O o o] o
7. The quality of instruction was o o o o o
good. h b
8. The trainer met the training o o o o o
objectives.
9. Class participation and interaction
were encouraged. ° o o o o
10. Adequate time was provided for
questions and discussion. o o o o o
11. How do you rate the training overall?
Excellent Good Average Poor Very poor
o] o o] o} o

10. What aspects of the training could be improved?
11. Other comments?

THANK YOU FOR YOUR PARTICIPATION

Figure 4. Staff training evaluation form

Attendance certificates signed by the P.I. were provided for staff to add to their

training portfolio.



CERTIFICATE OF ATTENDANCE

This certificate is awarded to

who has attended training in

eRAPID Electronic patient self-reporting of Adverse events: Patient Information and
advice: Randomised controlled trial in systemic cancer treatment

Utilising QTool patient reported data in clinical practice

held on

Lot

Galina Velikova BMBS(MD) PhD FRCP

Professor of Psychosocial and Medical Oncology
and Medical Oncology Consulftant

Figure 5: Attendance certificate



Key personnel within the clinical teams were identified as ‘eRAPID Champions’.
Regular communication with these staff members contributed to continued staff

engagement and fostered an environment of collaboration.
Development of eRAPID staff eLearning module

Based on feedback from staff interviews following the pilot study an eLearning
package was developed in 2016 which was available online in December 2017. The
resource was made available via a hyperlink from within the QTool symptom report
section of the EHR at Leeds.
https://onlinecourses.leeds.ac.uk/eRAPID_training/index.html

Articulate software was used as the platform for the module (following a suggestion
form co-applicant Dr Liz Glidewell). Key members of the research team worked in
collaboration with Liz Glidewell to develop an overview/story board outline for the
content of the training; though this was shaped by what was technically feasible to

create and display within the software package.

The content and its presentations was guided by fundamental theories of adult
learning! and built on a previous interactive staff training course we had piloted in
Leeds?. Clinical and research staff reviewed the content prior to online publication

and amendments made accordingly.

The eLearning package consists of seven individual sections which the user can

access in any order depending on time constraints and specific learning needs:

e Introduction to eRAPID

e How do | access and use the eRAPID symptoms report?

e eRAPID patient data in practice (clinical vignettes of a breast, colorectal and
gynae cancer patient along with complementary QTool symptoms reports based
on real-life patient case studies)

e Co-development of eRAPID with staff and patients

e How are we evaluating eRAPID?

e What is the value of Patient Reported Outcomes Measures (PROMS)

e eRAPID quiz.

The main didactic elements of the eLearning covers the purpose of eRAPID,

practical steps for accessing results in the EHR and basic information on PROMs


https://onlinecourses.leeds.ac.uk/eRAPID_training/index.html

and evidence supporting their use in cancer care. In addition the interactive case
studies give the user an opportunity to reflect on the interpretation of example
symptom reports and about how this might add to understanding the patient

experience and guide the focus on a clinical consultation.

The eLearning allows flexibility in how the training can be delivered including an
opportunity for blended learning (to supplement face-to-face training) or used as a

standalone resource as needed (supporting self-directed learning).

The eRAPID (Electronic patient self-Reporting of Adverse-events:
Patient Information and aDvice) online learning course.

Thank you for choosing to visit the eRAPID online learning course.

% You can navigate the 8 modules in any order.
+ Click on the home icon button <* to return to the module menu.

+« Click on the next button x> to enter the modules.

A) Front main menu

i)
Accessing patient symptom reports on PPM ciick each number in turn
 Fatert Pt Mg e LOS 0 P W Ve M Die - DO —
@ File fde View Go Took Window Help
BR7-X WAMNPOeTW S-D-08- v a9 Vi 23 H-O M HE A

D tumber Batient Dummy, Diana - 28/01/1950
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B) How to access patient results in EHR



»

M ) 044/631

C) Clinical nurse specialist discussing eRAPID with PI

E>

Patients comments on using the eRAPID system

My chemotherapy doctor
would talk me through my
results and any concerns that
he had.This reincentivised me
to use the system.

| think it creates an empathy
between patient and hospital. |
did feel a bit guilty phoning but
both the doctor and nurse said
| did the right thing.

It gives you permission and
that's what | liked about it, you
think, am | making a fuss? It
actually gives you permission
to contact the hospital.

It just felt like part of my
routine, to know that it was
there for me all this
information and that it would
guide me. It would give you
that confidence.

D) Patient comments on using eRAPID

Reassurance when you can’t
sleep on steroids, sometimes
you don’t want to disturb
everybody else. Aimost like a
chemo buddy in the night.

| liked being able to see the
graphs and | think the
descriptions were good.
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E) Example of a case study

F) Example of patient results in EHR
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‘monitoring and management of symptoms and sid

H) eRAPID Quiz

Figure 6: Screenshots from eRAPID eLearning module
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