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Study Characteristics n (%)
Publication Year 20072012 16 (15.0)
20122017 31 (29.0)
20172022 60 (56.1)
Sources Of Data Literature 58 (54.2%)
EHR 31 (29.0%)
Social media 11 (10.3%)
Other 7 (6.5%)
Natural Language Processing Named entity recognition 34 (31.8)
Tasks Text classification 29 (27.1)
Relation extraction 18 (16.8)
Information retrieval 14 (13.1)
Entity normalisation 3(2.8)
Temporal expressions 3(2.8)
Natural language generation 1(0.9)
Other information extraction 6 (5.6)
Health Category Mental health 23 (21.5)
Treatments 10 (9.3)
Oncology 7 (6.5)
Cardiovascular 4 (3.7)
Infectious 6 (5.6)
Respiratory 54.7)
Autoimmune 1(0.9)
COVIBL9 4 (3.7)
General applicability 60 (56.1)
Deployment In Health No 101 (94.4)
Services Deployed in NH&nvironment 6 (5.6)
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Patient Group: Female // Age Group 1 // Black // No Caring Responsibilities
Number of Comments: 5

Summary

The patients have been diagnosed with a cancerous tumour. A patient is currently undergoing treatment for the
cancer. A patient has been given a prognosis of 5 years. A patient has had to make a lot of lifestyle changes. A
patient has been supported by her family and friends and the support from the hospital has been excellent. A
patient is positive that she will beat this disease.

Overall Sentiment
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Patient Group: Male //Age group 4 // White // Radiotherapy only
Number of Comments: 9

Summary

The patient had arthritis in the knee. The patient received treatment and after care that could not have been
bettered. The patient has other proablems to worry about since the radiology treatment. The patient was operated
on for a vascular operation and colonoscopy. The patient received treatment from the NHS and was cleared of
cancer. The patient has emphysema and not cancer. The patient is experiencing severe fatigue. The patient is
satisfied with the treatment received while in 'address removed' and ‘address removed' and the treatment
received at home from the community nurses.
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Positive Tags Negative Tags Neutral Tags
[ Cancer Pathways ! Fatigue/Weakness
. & Health services
- i Social life and relationships

Neutral

400 {

Senhment

[ RNGOpB®I@ (G G 13t IOYntogs YI0c e RAGWUqUT 1Ot 2 G d ¢l RIJt 105 11
TYacRUUFEGUI qtonYl tod2¢ctdecqRYURIONGIJIOt e GGl ! 02
HYGaUUqt ot 20 Gcl Rt U7 etoq6 WONWUWI ¢cqUT 1ot eGtcl | ek

RUIBQIGI Ya GHoc UT IO 6 IOt IJG ¢ UqRHIOgE Nt 10é 5 Ra610q6 IIJRI 1O

¢KS KdzYly S@ItdzZ §2NA ¢SNBI @&AYSYyl 8 RISE ey NSF R

AKINB GKSANI FSSRol O 2ySdKiSdASERBGOGGH  20dziat Ay2SIR
G2 GKSasS ISP daddNRFIRDSY (GKS 2LILRNIdzyAade G2



{dzYYl NA&ZAY3I twhad /[ 2YYS\B@aaA 68 2F 1dzizYFEGSR 99!t f dz

2OSN) ff dzad S WRYWSTEISL R2da dYIASYNER SiaK S REF G LINR GA RS
ONHzOA L G2 AyOfdRS LIl oSyida & SOtdd G2NB 27
0KS LIaSyiaQ LISNBRLSOa@®S: FyR (Kdzasx SylofSa
FylfeasS twhad RUZit 6Ryol! ¥SdzydyE 2F GKS REGI:

7 A

LISNBRLISOa @S 2y (GKS LINY OaOlf dzmfAlGe 2F GK & dzy

~

cdobwSadzad WA 2¥F 0SR 9@l fdzr a2y 2F {
¢tKA&d aS0e2y LINB&aSyiGa (KS NBadzZ# Ga 2F IyRS SELJ
SOl tdzkr o2y 2F (G(GKS NBadz o yedK S& dAYYYLIdMA SE2 NJAa B KA &
O2y&aAraisSR 2F O2YYSyida 3INRBAAISR o6& LI aSyid RII
& dzY Yb NEB

conedkvS LYLI OO 27F t NRYLI a

CAIdINBENBaSyia GKS Vs REANYINKSE T2BW OKI MhiR Y LI

C2fft26Ay3 GKIouRERBPYOYIINA SAay 6 SNB y2 i 3I$HKSNMISI SR 7

I 3aANB3IFGSR 02YYSyia 6SNB Hnn g2NRaA 2NPFSHSNE

| RRAo Z0EY YK RESE HAGK NBFRIFIOAfAGE &a02NBa o6Sis
SR Ay {(KA&a &aiGdzRed ¢KSNB A

RIFEGFE 020K 060SG6SSy YR 6AGKAY LINBYLIIi&O®

N

AL AN L M A

¢KS ljdadtAade 2F GKS adzyYFNB>X &dzOK a (GKS 2 YA
0KS LINRYLII OK2aSyo t NPYLII mMoX @6KAOK AYyOf dzRS
Y2aid O2yardaidaSyd Ay 3ISySNlesy3d O2KGBEBH &t &8 ¥ Rt MR
Mg KAOK RSAONAOGSR GF&al FYR &a0NHZOGd2NE 2yfex =
O2yGSEG 2F (GKS GSEGZ &adzOK | & Ay O2 NNBGWIRS 04 dzy
C2NJ SEI YLX §%

WNSIONYEdYs RUNDIOQ I+ qtORY t0q 6 IItO¢ HE gl ¢ Ha lOY n tO¢
U+ 101 ARt JOYUloRc URWDI 1Ot 21 2R2 Y1t gton 10 tOq Y ae G K
Ge |l qRHERGQIN {HRREBOEIOT O+ 11 #Rt DG YNNI ¢ 0 g OE e

s U0l ¢ 0T Yad! toct + RPUIT 1oq Y IOIR@ 6 131 to¢ oRY Uq |
Nl Ye GG 1O

¢tKS AyOtdaArAz2y 20LIDQNVUGEXN YA 2NNKIlyR2Yi &Y GKS LINR
YR LRGSyolf dzASTdzZ ySaa 2F (GKS 2dzillzi> RSY2)
SYy3aAySSNAy3a Ay GKA& dlaloe

LyOf dzRAy3 I LISNER2YI Ay GKS LINRYLIia RAR y2i K
¢KSOtAdE A2y 2F LISNE2ylFa Oly ATRR@SYSSIE (K8 NAE (&R

MH P



{dzYYl NA&ZAY3I twhad /[ 2YYS\B@aaA 68 2F 1dzizYFEGSR 99!t f dz

iFa12 EGRGSONBIINAL S LISNBR2YI Aa y2d F &AAYLE S
RSEAONALIB2Y 2F (KS RS&AANBR adetsS yR O2y(SEI
O2yaAradsSyid FyR LRGSyoltfe dzaSTdd 2dziLidzia TNE

Supert
= = = = =
o - [N} [} e

T T T T T T T T T T T T T T T T T T T
o 1 2 3 4 5 6 7 B £l 10 11 1z 1= 14 15 16 17 18

=]
8 ]
2
E -3
'g -
=)
-5
5 4
7 1
T T T T T T T T T T T T T T T T T T T
o 1 2 3 4 5 ] 7 8 9 10 1 12 13 14 15 16 17 18
Prompt
0.0 = =
-2.5 1
o
@
I
g -10.0 {
—12.5 4
—15.0 1
1 N it & o
175 4= = : :
o 1 2 3 4 5 & 7 B 9 10 11 1z 13 14 15 16 17 ht}
Prompt
6
4]
2
5
z 09
E
I
T -2
—a ]
-5
T T T T T T T T T T T T T T T T T T T
o 1 2 3 4 5 ] 7 8 9 10 1 12 13 14 15 16 17 15
Prompt

[ RN@ KOKDG 1 tO1J § I3 FiGIHEDTS Ot YHIYE ald FOY n tOq 6 IJKO 2 G G ¢ | RIJE 1O
q6 1T Rt ql RA2 qRYUKYNIOt AY I I@MION ¥ oK N GEDa FORENNEHE] df K
7 ANEHRYI UelOx ? [ KON 6 KDEOGT W0t EARUY &0 HIJI IORXE HOU®Y U1
Q¥n tO

conetHS L YLI O 2F ¢SYLISNI G dzNB
¢KS G SYLISNI (i diNBb RFyKBKBISKFRENI yOS 6AGK NB&LISC
GSadilzt @S I odmMy I LI ndnan0@|HWES .TTrwhp@ANRBING! b h

MHC



{dzYYl NA&ZAY3I twhad /[ 2YYS\B@aaA 68 2F 1dzizYFEGSR 99!t f dz

cpaK2ga (GKS RAAGNAOdze2y 2F &a02NBa F2N) GKS &c
¢KSNBE 461+ a& O2y&ARSNI 6f STAEISNIGNSA tGASHE ALK O Sl
GKAOK RSY2yaiGN)IGSR I RSONBIAS Ay LISNF2NXI yOS
[ 5CFHOGa al¢g Iy AYyONBFaAaS Ay LI SNF2NXIyOS TNP
GSYLISNY GdzZNBX ¢6AGK (KS Y20EKS aA29RS O | /&Il & Ty TOSNSLE
nou YR nonod

9ELIS Ol BB @FNJ G SYLISNI G dzNB  YAYR SESKING NFHZONMWI R 2§ S §
0f 246l9Mlab a02NBOD | 26SPOSNE (GKAA YSGNRO KIFa
o0&l Ny OoS GSEG 61 a 2DSy O2yaARSNBR (2 KI @
SEGN} Oa@S GSEG® ¢2 FRRNBaa GKA&AZ I GdSYLISN
SELISNAYS&E Al LINPOBARSR | o6l ftly0S 2F | OOdzaNI Oé

Boxplot grouped by Temperature
Metric: BARTScore

Boxplot grouped by Temperature Boxplot grouped by Temperature
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Scatter plot with trend line for Supert Scatter plot with trend line for LDFacts
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Institute Europe

Making patients’ views count

Living with and Beyond Bowel
(Colorectal) Cancer

More people are now living after a diagnosis and treatment for cancer. But we do not
know enough about what life is really like for you.

We are collecting information about the health and wellbeing of patients who have had a
diagnosis of bowel (colorectal) cancer, in order to help inform our understanding and
improve the quality of services for cancer patients in the future. We would therefore be
grateful for information on your health and quality of life.

On rare occasions, although our records suggest that you had a diagnosis of cancer, it
was only because it had been suspected but was then not confirmed. So, if this
questionnaire is not relevant to you, please accept our apologies, get in touch with our
help line or just retumn the blank questionnaire, and we will comrect our records.

The information you give us will be treated in confidence and we will not publish any
personal information that could allow anyone to identify you.

Instructions to help you complete this form can be found on the inside front cover.

We are very grateful for your time and effort in completing this survey. If you have any
quernies about the questionnaire, please call the FREEPHONE helpline number:
0800 783 2896

‘You can find more information about this and other surveys at: cancerproms.ncr.nhs.uk

Please return this questionnaire, in the envelope provided, to:
Freepost Plus RSHK-XBRS-RKR.J, Picker Institute Europe,
10 Warboys Airfield Industrial Estate, Warboys, HUNTINGDON, PE28 25H

PROMs_BO13

picker NHS'|

IMPORTANT INFORMATION

The purpose of this questionnaire is to collect information about the quality of healthcare services.
The information collected will be used to produce statistics about the quality of healthcare services
offered by different providers (hospitals) across the NHS. These statistics will be used to measure
and improve the quality of healthcare services.

‘With your permission, the personal details that you provide, and other information held about you in
other NHS databases, will be used to analyse and interpret the information collected.

By completing this questionnaire you are giving your censent for the information provided to
be used for the purposes set out above. You are agreeing that:

« Your personal details, and other relevant information related to you, will be held and used by the
National Cancer Registration Service and the Heaith and Social Care Information Centre,
including relevant information held about you by the Personal Demographics Service, the
Demographics Batch Service, the Secondary Uses Service and other NHS databases.

« Your personal details can be used to send to you related follow up questionnaires in the future.

= Your personal details and health information can be held by contractors working on behalf of the
National Cancer Registration Service, Health and Social Care Information Centre and
Department of Health.

“our personal information will be handled securely and will be stored as part of the patient cancer
record by the National Cancer Registration Service. The information from this questionnaire may be
shared with healthcare professionals involved in your case under the strict data handling rules for
patient identifiable information.

Information from this questionnaire may also be stored by the Health and Social Care Information
Centre. The National Cancer Registration Service, the Health and Social Care Information Centre,
the Department of Health and contractors working on their behalf will not release your personal
information, unless required by law, or where there is a clear overriding public interest.

Your participation is voluntary. If you do not want to take part, do not fill in the questionnaire.
“You may withdraw the information you give the NHS in this questionnaire upon request, up to the
point at which the data are analysed and personal details removed.

Who should complete the questionnaire?

The guestions should be answered by the person named in the letter that came with this
questionnaire. If that person needs help to answer the questions then the answers should be
given from their point of view — not from the point of view of the person who is helping.

C r' ing the q i e
Please use a black or blue pen and for each question tick clearly inside the box that best
represents your views.

Do not worry if you make a mistake. Just cross out the mistake and put a tick in the correct box.
‘You do not need to write your name or address anywhere on the questionnaire.

The more questions in this survey that you complete, the more we can understand what life is
like for those living with and beyond cancer. However, if you feel unable or uncomfortable
about answering any of the questions, leave it blank and move on to the next one.
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YOUR HEALTH TODAY

The questions in this section are all about
your health and how you feel on the day
you complete this questionnaire.

1. What treatments have you received for
your bowel (colorectal) cancer? Tick all
that apply.

d Radiotherapy

- Chemotherapy
. [ Surgery

2. How long is it since you completed your
initial treatment for bowel (colorectal)
cancer? (Treatment includes any
chemotherapy, radiotherapy, or surgery for
your bowel (colorectal) cancer.)

o O 1 am still having my initial treatment
: [ Itis less than 3 months since my initial
treatment

. [ it is between 3 and 12 months since my
initial treatment

. [ Itis between 1 and 5 years since my
initial treatment

: [ Itis more than 5 years since my initial
treatment

» [ Don’t know/ can’t remember

3. How has your bowel (colorectal) cancer

responded to treatment?

O My bowel (colorectal) cancer has
responded fully to treatment (| am in
remission)

.0 My bowel (colorectal) cancer has been
treated but is still present

.0 My bowel (colorectal) cancer has not
been treated at all

.O My bowel (colorectal) cancer has come
back after it was originally treated

« [1 1am not certain what is happening with
my bowel (colorectal) cancer

4. [If you have a stoma (e.g. colostomy) is it

O st present
: [] Reversed
s [ This does not apply to me

YOUR HEALTH TODAY

Under each heading, please tick the ONE box that best describes your health TODAY.

5. MOBILITY

| have no problems in walking about

| have slight problems in walking about

| have moderate problems in walking about
| have severe problems in walking about

| am unable to walk about

6. SELF CARE

| have no problems washing or dressing myself

| have slight problems washing or dressing myself

| have moderate problems washing or dressing myself
| have severe problems washing or dressing myself

| am unable to wash or dress myself

7. USUAL ACTIVITIES (work, study, housework, family or leisure activities)

| have no problems doing my usual activities

| have slight problems doing my usual activities
| have moderate problems doing my usual activities
| have severe problems doing my usual activities

| am unable to do my usual activities

8. PAIN/ DISCOMFORT

| have no pain or discomfort

| have slight pain or discomfort

| have moderate pain or discomfort
| have severe pain or discomfort

| have extreme pain or discomfort

9. ANXIETY/ DEPRESSION

| am not anxious or depressed

| am slightly anxious or depressed

| am moderately anxious or depressed
| am severely anxious or depressed

| am extremely anxious or depressed

0.
L.
O,
0.
L

Ejmimim

O0000 Ooood ooooo
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YOUR HEALTH AND WELLBEING IN THE PAST WEEK

The questions in this section are about your health and how you have felt in the past WEEK.

Please mark one box per line to give your response.

10.

1.
12.
13.
14.
18.
16.
17.
18.
19.

20.

21.

: Not at A Some- Quite Very
During the past week all  lilebit what abit much
| have swelling or cramps in my .4 . .4 . L[]
stomach area
| am losing weight N . [ A [
| have control of my bowels N N .0 [ [
| can digest my food well . O N . Al
| have diarrhoea .0 .0 . L[ Al
I have a good appetite O O .0 O O
| like the appearance of my body .4 AN O O -]
| have difficulty urinating .0 .0 . . O
| urinate more frequently than usual .4 AN O O -]
| leak urine Nl NN . . .
Do you have an ostomy appliance/ stoma? O Mo L] Yes
If yes, please answer the next two Not at A Some- Quite Very
items: all little bit  what a bit much
| am embarrassed by my ostomy . . O N -]
appliancef stoma
Caring for my ostomy appliance/ stoma .4 . .4 . L[]
is difficult
Do you have any difficulty in
controlling your bowels (e .g. any O ne [ Yes
accidents)?

Monthly Weekly Daily Constantly It varies
If yes, how often do you have O . .4 Al O
difficulties?

In the past week, on how many days have you done a total of 30 minutes or more of
physical activity, which was enough to raise your heart rate? This may include sport,
exercise and brisk walking or cycling for recreafion or to get to and from places, but should
not include housework or physical activity that is part of your job.

1 day 2 days 3days 4 days 5 days 6 days 7 days
.0 .0 . Al [ -0 - .

YOUR HEALTH AND WELLBEING IN THE PAST MONTH

The questions in this section are about your health and wellbeing and how you have felt

during the past MONTH.

Sometimes people who have, or have had, cancer find that they have a number of everyday

difficulties to cope with following their diagnosis. These might be to do with things like their family life,
social activities, finances and work.

Please tick the response that best describes your answer.

26.

27.

31.

32,

During the past month dilf';lcoulty
Have you had any difficulty in maintaining 4
your independence?
Have you had any difficulty in camrying out 4
your domestic chores? (e g. cleaning,
gardening, cooking, shopping)

. Have you had any difficulty with managing Nl

your own personal care? (e.g. bathing,
dressing, washing)

. Have you had any difficulty with looking after 4

those who depend on you? {e.g. children,
dependent adults, pets)

. Have any of those close to you (e.g. partner, 4

children, parents) had any difficulty with the
support available to them?

Have you had any difficulty with benefits? N
(e.g. statutory sick pay, attendance
allowance, disability living allowance)

Have you had any financial difficulties? 4

. Have you had any difficulty with financial 4

services? (e.g. loans, mortgages, pensions,
insurance)

. Have you had any difficulty concerning your Nl

work? (or education if you are a student)

. Have you had any difficulty with planning for 4

your own or your family’s future? (e.g. care
of dependents, legal issues, business affairs)

M M

A
little

-0

-

-
-

O

Quite
a bit

.0

Al

-0
.

.0

Very
much

O

.

.0
.

O

Does
not
apply
s

s

-0
<[]

O
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YOUR HEALTH AND WELLBEING IN THE PAST MONTH

The questions in this section are about your health and wellbeing and how you have felt
during the past MONTH.

37.

41.

During the past month No

. Have you had any difficulty with Nl

communicating with those closest to
you? (e.g. partner, children, parents)

Have you had any difficulty with
communicating with others? (e.g. friends,
neighbours, colleagues, dates)

. Have you had any difficulty concerning 4

sexual matters?

. Have you had any difficulty concerning O

plans to have a family?

. Have you had any difficulty concerning NN

your appearance or body image?
Have you felt isolated? O

. Have you had any difficulty with getting 4

around? (e.g. transport, car parking, your

mobility)

. Have you had any difficulty with where O

you live? (e.g. space, access, damp,
heating, neighbours, security)

. Have you had any difficulty in camying Nl

out your recreational activities? (e.g.
hobbies, pastimes, social pursuits)

. Have you had any difficulty with your 4

plans to travel or take a holiday?

. Have you had any difficulty with any 4

other area of your everyday life?

difficulty

A
little

-

-0

-

-0

-
-

Quite
a bit

.0

.0

.0

.0

.0
.0

Very
much

O

O

O

O

O
O

Does
not

apply
O

O

<[]

<

-0
-0

YOUR HEALTH AND WELLBEING IN THE PAST MONTH

The questions in this section are about your health and wellbeing and how you have felt
during the past MONTH.

Please tick the response that best describes your answer.

47.

51.

52.

Strongly
agree
| have fears about my cancer Al
spreading
| have fears about my cancer N
coming back

| have fears about death and dying  , []

| experience memory loss Al
| have trouble sleeping ' |:|
| have trouble concentrating AN
| always feel tired AN
| experience mood swings [
| am often irritable Al

8

H MH

Agree

-
[
-
-
.
[
[
-
[

Neither
agree
nor
disagree

.0
.0
-]
.0
.0
s
s
.0
s

Disagree

.0
.0
.0
.0
.0
.0
.0
.0
.0

Strongly
disagree

-0
-0
-0
-0
-0
-1
-
-0
-1

not
apply
to me

O
-
-0
O
[
-
-0
O
-
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OVERALL SUPPORT AND CARE

56. Do you have an up to date written care
plan? (A care plan is a document that
sets out your needs and goals for caring
for your cancer.)

+ [ ves, definitely
> [ ves, I think so
- O Ne

. [ 1 do not need a care plan
= [ Don't know

57. Do you have a named nurse who you can
contact if you have a worry about your
cancer care? (A named nurse is
sometimes known as a Clinical Nurse
Specialist or Specialist Cancer Nurse.)

+ O Yes
: O No
- [ Don't know

58. Do you know who to contact if you have a
concern about any aspect of living with or
after cancer?

. O ves, definitely
2 [ Yes, I think so
- O No

59. Do you think that hospital staff did
everything they could to support you
following your cancer treatment?

O Yes, all of the time

O Only some of the time

» ] Never

+ [ I did not need any support

60. Do you think that GPs and nurses at your
general practice do everything they can
to support you following your cancer
treatment?

O Yes, all of the time

. Only some of the time

s [ Never

0O My general practice is not involved
« [ 1 do not need any support

61.

62.

63.

64.

Following your initial cancer treatment
have you been given enough care and
help from health and social services (for
example, district nurses, home helps or
occupational therapists)?

O Yes, definitely

- Yes, to some extent

:ONo

« [ 1 did not need help from health or
social services
. Don't know / can't remember

Do you consider yourself to be a

, [ Smoker
> [ Ex-smoker
- [ Non-smoker

If an ex-smoker, how long ago did you stop?

[ less than 1 year
[ less than 2 years
[ less than 3 years
[ less than 4 years
<[ less than 5years
<[] more than 5 years

Did you receive any advice or information
on any of the following issues? Tick all
that apply.

. [ Diet and lifestyle (including stopping
smoking)

.4 Physical activity and exercise

. [ Financial help or benefits

. Free prescriptions

Nl Returning to or staying in work

« [ Information/ advice for family/ fnends/
carer

- The physical aspects of living with
and after cancer (e.g. side effects or
signs of recurrence)

<[] The psychological or emotional aspects
of living with and after cancer

- [J How to access support groups

«« L 1 have all the information and advice |
need

«[] 1 was not offered any of the above

65. Would it have been helpful to have had
more advice or information on any of the
following issues? Tick all that apply.

. [ Diet and lifestyle (including stopping
smoking)

il Physical activity and exercise

» [ Financial help or benefits

[ Free prescriptions

.0 Returning to or staying in work

< L] Information/ advice for family/
frniends/ carer

.0 The physical aspects of living with
and after cancer (e.g. side effects or
signs of recurrence)

O The psychological or emotional
aspects of living with and after
cancer

« [ How to access support groups

«» L1 1 have all the information and advice
| need

ABOUT YOU

If you are helping someone to complete this
questionnaire, please make sure this
information is the patient’s and not your own.

66. What year were you bomn?

eg [1]9[4[4]

Please write in

T[]

67. Are you male or female?

[ Male
- Female

68. Do you look after, or give any help or
support (not as part of your paid
employment) to famity members,
friends, neighbours or others because
of either:

= Long term physical or mental health/
disability, or
+ Problems relating to old age

[ Yes
O No

10

69. Which of the following best describes
your sexual onentation?

. [ Heterosexual straight (opposite sex)
- [ Bisexual (both sexes)

. Gay or lesbian (same sex)

. [ other

. [ Prefer not to answer

70. Which statement best describes your
living arrangements?

O 1ive with partner/ spouse/ family/
friends
- 1ive alone

Hilveina nursing home, hospital or
other long term care home

« [ other

71. Do you have a long standing health

condition? (Please include anything other

than your cancer that has troubled you

over a period of time or that could affect
you over a period of time_)

[ ves
O Ne

» [ Dor’t know/ can't say

v dzS 3
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72. Which, if any, of the following
conditions do you have? (Tick all that

apply)

. [ Alzheimer's disease or dementia

.0 Angina

» [ Arthritis

. [ Asthma or other chronic chest problem
. [ Blindness or visual impairment

. [ Deafness or hearing impairment

- [ Diabetes

2 [ Epilepsy

2 [ Heart condition

w ] High blood pressure

«O Kidney disease

=0 Leamning difficulty

= [ Liver disease

«O Long term back problems

= Long standing mental health problem
« Long standing neurological problem
++ [ Another long standing condition

« L1 1 do not have any of these
conditions

73. What was your employment status
before you were diagnosed with
cancer?

. Full time employment

:[] Part time employment

:[] Homemaker

.[] student (in education)

<[] Retired

il Unemployed — and seeking work

.0 Unemployed — unable to work for
health reasons

.1 Other

1

74.

75.

What is your employment status
currently? (If on matemity or sick
leave answer in relation to your usual
employment status.)

[ Full time employment

1 Part time employment

L] Homemaker

[ student (in education)

L] Retired

il Unemployed — and seeking work

.0 Unemployed — unable to work for
health reasons

L1 other

If you are currently employed at the
moment, are you:

[ Not working at all

O Working less hours than usual

Nl Working your usual hours

O Working more hours than usual
L This question does not apply to me

76. To which of these ethnic groups would
you say you belong? Tick ONE only.

a. WHITE
[0 British
L1 rish

1 Any other White background
(Please write in box)

b. MIXED
Rl White and Black Caribbean
L1 White and Black African
L1 White and Asian

| Any other Mixed background
(Please write in box)

c. ASIAN OR ASIAN BRITISH
L1 Indian
L] Pakistani
W Bangladeshi

W Any other Asian background
(Please write in box)

d. BLACK OR BLACK BRITISH
=[] Caribbean
L] African

W Any other Black background
(Please write in box)

e. CHINESE OR OTHER ETHNIC GROUP
«[]  Chinese

Ml Any other ethnic group
(Please write in box)

COMMENTS

If you have anything else you would like to
tell us about living with and beyond
cancer, please do so here:

Please note: This section is not for general
complaints; comments will not be actioned.

Questions 5-9 are EQ-5D-5L. UK (English) v.2 @ 2009 EuroQol Group. EQ-5D™ is a trade mark of the

EuroQol Group.

Questions 10 — 24 are taken from FACIT copyright 1987, 1997 by David Cella, PhD
Questions 26 — 48 are taken from the Social Difficulties Inventory. Originators of the Social Difficulties

Inventory: Wright, E.P., Cull, A. and Selby, P
12

PROMs_BO13
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Reference Number

Life After Prostate Cancer Diagnosis:
Patient Reported Outcomes Survey

More men are now living longer after a diagnosis of prostate cancer. We want to find out what
life is really like for this group of men. Your answers will benefit other men with prostate cancer
in the future by providing information to help clinical teams, service providers and policy
makers make decisions about how to improve the quality of services for prostate cancer
patients. We would be grateful if you would complete this survey, which asks for information
about your health and quality of life.

If you have not had a diagnosis of prostate cancer this questionnaire is not relevant to you.
Please tick the “no” box below and please accept our apologies for contacting you. Please return
the blank questionnaire in the envelope provided and we will correct our records. If you have
any questions about this survey please contact the FREEPHONE helpline number: 0808 801
0678.

Have you ever been told by a doctor that you have prostate cancer? \
Yes No
]

1f you have ticked yes to the first question please complete the rest of the survey.

If you have ticked no, please accept our apologies and send the questionnaire
back to us in the envelope provided.

J

The survey
This survey is made up of eight sections and will take approximately 30 minutes to complete.

‘Who should complete the questionnaire?

The questions should be answered by the person named in the letter that came with this
questionnaire. If that person needs help to answer the questions then the answers should be
given from their point of view - not from the point of view of the person who is helping.

Completing the questionnaire

For each question please tick clearly inside the box of the response that best represents your
views, using a black or blue pen. Do not worry if you make a mistake. Just cross out the mistake
and put a tick in the correct box. Do not write your name or address anywhere on the
questionnaire. The more questions in this survey that you complete, the more we can
understand what life is like for those living with and beyond prostate cancer. However, if you
feel unable or uncomfortable about answering any of the questions, leave it blank and move
on to the next one,

The information you give us will be kept securely and treated in confidence. We will not
publish any personal information that could allow anyone to identify you. We are very
grateful for your time and effort in completing this survey.

1f you have any queries about the questionnaire, please call the FREEPHONE helpline number:
0808 801 0678

You can find more information about the study at:

LAPCD England Survey Timel: Version 9, 130715

Section One: Your overall health
Under each heading, please tick ONE box that best describes your health TODAY

1. MOBILITY

I have no problems in walking about

I have slight problems in walking about

I have moderate problems in walking about
I have severe problems in walking about
Iam unable to walk about

ooooo

2. SELF-CARE

I have no problems washing or dressing myself

I have slight problems washing or dressing myself

I have moderate problems washing or dressing myself
I have severe problems washing or dressing myself
Iam unable to wash or dress myself

ooooo

3. USUAL ACTIVITIES (e.g. work, study, housework, family or leisure activities)
I have no problems doing my usual activities

I have slight problems doing my usual activities

I have moderate problems deing my usual activities
I have severe problems doing my usual activities
Iam unable to do my usual activities

ooooo

4. PAIN / DISCOMFORT

I have no pain or discomfort

I have slight pain or discomfort

I have moderate pain or discomfort
I have severe pain or discomfort

I have extreme pain or discomfort

ooooo

5. ANXIETY / DEPRESSION

I am not anxious or depressed

I am slightly anxious or depressed

I am moderately anxious or depressed
I am severely anxious or depressed

I am extremely anxious or depressed

ooooo

Are there any additional HEALTH issues that are of concern to you?

© 1998 EuroQol GroupEQ-50™ is a trade mark of the EuroQol Group

LAPCD England Survey Timel: Version 9, 130715

HMC
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We would like to know how good or bad your health is TODAY.

This scale is numbered from 0 to 100.

100 means the best health you can imagine.
0 means the worst health you can imagine.

Mark an X on the scale to indicate how your health is TODAY.

Now, please write the number you mark on the scale in the box below.

YOUR HEALTH TODAY =

LAPCD England Survey Timel: Version 9, 130715

The best health
you can imagine

100

75

45

40

25

20

The worst health
you can imagine

Section Twa: Your diagnosis and

7. How were you diagnosed? Please tick all that apply

I:‘ I attended my GP with urinary symptoms (e.g. urinating frequently, blood in urine)

I attended my GP with other symptoms (e.g. back pain, joint pain)
health check
I had no symptoms and [ asked my GP to measure my PSA (blood test)

I had symptoms and [ asked my GP to measure my PSA (blood test)
I had a PSA test as part of a private health check

I had no symptoms and my GP offered to test my PSA (blood test) as part of a general

Other | Please tell us about this:

[Tt

8. Please tell us which treatments you have had following your diagnosis of prostate cancer

Please tick all the options that apply.

A. Have you had surgery (prostatectomy)? I:l
No Yes

Ifno,goto B
1f yes, what type of surgery? Please tick one box

Open prostatectomy

Operation performed through a cut in the abdomen above the pubic bone area
(retropubic prostatectomy) or a cut in the area between the testicles and back passage
(perineal prostatectomy).

Lapar pic (keyhole) prost:

Operation performed through small incisions in the abdominal wall.

Robotic prostatectomy

Operation performed with the assistance of a surgical robot (Da Vinci prostatectomy).
1 don't know what kind of operation I had

B. Have you had radiotherapy? No l:l Yes
1fno,goto C

1f yes, what type of radiotherapy? Please tick all that apply

External beam radiotherapy (with or without hormone treatment}
Radiotherapy uses high-energy X-ray beams to treat the whole prostate. This form of
treatments includes both 3-dimensional conformal radictherapy (3D-CRT) and intensity
modulated radiotherapy (IMRT).

Permanent seed (low-dose) brachytherapy

This involves implanting radioactive seeds into the prostate gland.

LAPCD England Survey Timel: Version 9, 130715

O oo (]
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Temporary (high-dose) brachytherapy (with or without external beam
radiotherapy or hormone treatment)

This invelves inserting a source of high-doese radiation inte the prostate gland for a few

minutes.
1 don't know what type of radiotherapy or brachytherapy | had

C. Have you had any of the following treatments?
Please tick all that apply.

High intensity focused ultrasound (HIFU)
This treatment uses ultrasound waves to heat and destroy
cancer cells in the prostate.

Cryotherapy
This treatment uses freezing and thawing to kill the cancer
cells in the prostate.

Chemotherapy [not including hormones)

Hormone treatment (either continuous or on/off
treatment)

ooog o

Abiraterone and/or Enzalutamide

D. Are doctors and nurses currently monitoring your prostate cancer?

No l:‘ Yes

1l no, go to question 9

1 yes, what type of monitoring? Please tick one box.

Active Surveillance

Surveillance is monitoring of low risk, slow growing localised prostate cancer with
the aim of avoiding or delaying curative treatment (e.g. surgery, radiotherapy).This
involves having regular tests,

Watchful waiting

Watchful waiting is a way of monitoring prostate cancer that isn't causing any
symptoms or problems. The aim is to keep an eye on the cancer over the long term and
only having treatment if the cancer deteriorates or the patient gets symptoms. This
invalves fewer tests than in active surveillance.

Clinical follow-up during or after one of the treatinents mentioned above in 84,
BorC

1 am unsure about the type of monitoring I am currently having

LAPCD England Survey Timel: Version 9, 130715

L]
[]

[

[]

L]
L]

9a. Do you think your views were taken into account when the team of doctors and nurses
caring for you were discussing which treatment you should have? Please tick one of the
following boxes:

Yes, definitely
D Yes, to some extent
D No, my views were not taken into account
O  1didntknow my treatment was being discussed by a team of doctors / nurses
OO Notsure / can't remember

9b. Please answer the following questions whether or not you were actively involved in the
decisions made about your treatment.

Please think about the decisions you made about your treatment for prostate cancer after
talking to your doctor, surgeon, nurse, health care professional ete.

Please show how you feel about these statements by ticking one box on each row.
Strongly Agree Neither Disagree  Strongly

agree a‘ﬁree nor disagree
sagree

citon L O O O o
e[ 0O O O O
vt P o N I R I R I R
do it over again

fl‘;nglrehcamce didmea l:l |:| |:| \:l l:l
ai']s‘]e\e:)geezclsion was a I:I I:| D E‘ l:l

Please add anything else you would like to tell us about your diagnosis, treatment, and
the decision making process.

LAPCD England Survey Timel: Version 9, 130715
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Section Three: How thi f

We understand that some of the following questions are very sensitive, but we would really
appreciate you answering them if possible. As with the rest of the questionnaire, your answers
will be kept confidential and no one will be able to identify you.

Please tick one box for each question.

More than once a week

About once a week

Rarely or never

10. ‘Over the past 4 weeks, how often have you leaked urine?
More than once a day |:I
About once a day

Ll
O
(]
L]

a. Dripping or leaking urine
b. Pain or burning on urination
c. Bleeding with urination

d. Weak urine stream or

13. How big a problem, if any, has each of the following been
for you during the last 4 weeks?
Please tick one box on each line.
No Very Small Moderate Big
problem small problem  problem problem
problem

L]
]
L]
[]

O O
L] O
O O
L1 O

Couogo
Daogo

11.

Which of the following best describes your urinary control
during the last 4 weeks?

incomplete emptying
e. Need to urinate frequently
during the day l:l l:l D
14. Overall, how big a problem has your urinary function
been for you during the last 4 weeks?
Please tick one box.
No problem

No urinary control whatsoever

Frequent dribbling

Occasional dribbling

L]
[]
[]
[]

Very small problem

L]

Small problem

[]

Moderate problem I:l
Big problem l:l
15. How big a problem, if any, has each of the following been

Total control

12, How many pads per day did you usually use to control
leakage during the last 4 weeks?

None l:l

1 pad per day I:I

2 pads per day I:l

3 or more pads per day l:l

LAPCD England Survey Timel: Version 9, 130715

a. Urgency to have a bowel
movement

b. Increased frequency of bowel
movements

. Losing control of your stools

d. Bloody stools

e. Abdominal/ Pelvic/Rectal pain

for you during the last 4 weeks?
Please tick one box on each line.
No Very Small Moderate Big
problem small problem  problem problem
problem

HiENmnin
Hinmnn
Ooogo
HiNEn
Hin{mnin

LAPCD England Survey Timel: Version 9, 130715
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16.

Overall, how big a problem have your bowel habits been
for you during the last 4 weeks? Please tick one box.

No problem

Very small problem

Small problem

L
Ll
L]

Moderate problem I:|
Big problem I:|
17. How would you rate each of the following during the

last 4 weeks? Please tick one box on each line.

a. Your ability to have an erection

b. Your ability to reach orgasm
(climax)

Very Poor Fair Good Very
poor to good
none

I N R N B I R I
] 0 0 ) [

Not firm enough for any sexual
activity
Firm enough for masturbation and

foreplay only
Firm enough for intercourse

18. How would you describe the usual QUALITY of your
erections during the last 4 weeks?
Please tick one box.

None atall

ouog

LAPCD England Survey Time1: Version 9, 130715

Please tick one box for each question.

19.

How would you describe the FREQUENCY of your
erections during the last 4 weeks?

I NEVER had an erection when 1
wanted one

I had an erection LESS THAN
HALF the time [ wanted one

I had an erection ABOUT HALF the
time [ wanted one

oodu

Very small problem
Small problem
Moderate problem

Big problem

I had an erection MORE THAN

HALF the time [ wanted one

I had an erection WHENEVER [

wanted one

20. Overall, how would you rate your ability to function

sexually during the last 4 weeks?

Very poor |:|

Poor I:l

Fair I:I

Good |:|

Very good |:|

21. Overall, how big a problem has
your sexual function or lack of
sexual function been for you
during the last 4 weeks?

No problem

L0 Con
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22, How big a problem during the last 4 weeks, if any, has
each of the following been for you?
Please tick one box on each line.
No Very Small  Moderate Big
problem small problem  problem problem
problem

Hot flushes ] ]
Breast tenderness/enlargement ] ]
Feeling depressed ] ]
Lack of energy ] ]
Change in body weight ] ]

[
L]
]
[
[]

oo
HiN N

During the last 4 weeks  Please tick one box on each line.

Not A Quite Very
atall little abit much

O O o O
O O 0O 0O

25. Have you used any medications to aid or improve erections since your prostate
cancer diagnosis? (e.g tablets, penis injections, gels) Please tick one box.

HENEEEEEEEE .

23. To what extent were you interested in sex?

24. To what extent were you sexually active
(with or without intercourse]?

I'was not Twas Iwas Iwas Twas I'was Twas
offered offered offered offered offered offered this, offered this,
this this but this but thisand  thisandit ithelps ithelps
did not have not tried it, helped, and [useit and[useit

want it tried it but it but lam sometimes often

wasnot  notusing

helpful it now

26. Have you used any devices to aid or improve erections since your prostate cancer
diagnosis? (e.g. vacuum pump, penile prosthesis) Please tick one box.

N EEEEE

27.Have you used any specialist services to help with your sex life following your
diagnosis of prostate cancer? (e.g. counselling, psychosexual clinics, psychology)
Please tick one box.

g o o o O 0O

I'was not Iwasoffered 1wasoffered [wasoffered [wasoffered [wasoffered
offered this thisbutdid thisbuthave thisandtried thisandit this, it helps

not want it not tried it it, but it helped, and I am still
Was not but I am using the
helpful notusing service
it now
During the past week: Flease tick one box on each line,
Not A Quite Very
atall little abit ‘much

(1 [
0 O

28. Did you need to rest? I:l I:I
29. Have you felt weak? D |:I

30. Were you tired? D |:I I:I [:I

Please add anything else you would like to tell us about your symptoms or the side
effects of your treatment.

1 was not I was [was 1 was I was 1was I was
offered offered offered offered offered offered offered this,
this this but this but this and this and it this, it ithelps
did not havenot triedit,but  helped, helps and I use it
want it tried it it butlam  andl useit often
was not notusing  sometimes
helpful it now
12
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Section Four. Y. lif
On each line please tick the box that best describes your answer.

Please tick the ‘no difficulty box' if a question does not apply to you.

No Alittle Quite a Very

During the past month: difficulty  difficulty bitof much
difficulty  difficulty
31. Have you had any difficulty maintaining
your independence? l:l l:l |:| I:l

32. Have you had any difficulty in carrying out
your domestic chores? (e.g. cleaning,
gardening, cooking, shopping)

33. Have you had any difficulty with managing
your own personal care? (e.g. bathing,
dressing, washing)

34. Have you had any difficulty with looking
after those who depend on you? (e.g.
children, dependent adults, pets)

35. Have any of those close to you [e.g.
partner, children, parents) had any
difficulty with the support available to
them?

O 0O g o
O 0 U
O 0O g 0o
1 O 0O 0O

36. Have you had any difficulties with
benefits? (e.g. Statutory Sick Pay, Personal
Independence Payments, Attendance
Allowanee, Universal Credit)

37. Have you had any financial difficulties?

38. Have you had any difficulties with financial
services? (e.g. loans, mortgages, pensions,
insurance)

39. Have you had any difficulty concerning
your work? (or education if you are a
student)

40. Have you had any difficulty with planning
for your own or your family’s future? (e.g.
care of d d legal issues, b
affairs)

41. Have you had any difficulty with
communicating with those closest to you?
(e.g. partner, children parents)

O oo g o
L oo oo U
O OO0 oo o
O O odg o

14
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No Alittle Quite a Very
difficulty  difficulty  bit of much
difficulty  difficulty

42. Have you had any difficulty with
communicating with others? (e.g. friends, I:l I:l |:| l:l
neighbours, colleagues, dates)

During the past month:

43. Have you had any difficulty concerning
plans to have a family?

44. Have you had any difficulty concerning
your appearance or body image?

45. Have you felt isolated?

46. Have you had any difficulty with getting
around? (e.g. transport, car parking, your
mobility)

47. Have you had any difficulty in carrying out
your recreational activities (e.g. hobbies,
pastimes, social pursuits)

48. Have you had any difficulty with your
plans to travel or take a holiday? l:l l:l I:|

49. In the past week, on how many days have you done a total of 30 minutes or more of
physical activity, which was enough to raise your heart rate?
[This may include sport, exercise and brisk walking or cycling for recreation or to get to and
[from places, but should not include housework or physical activity that is part of your
Job.)
Please tick one box.

O 0 040 0o o g 0

None 1day 2 days 3 days 4 days 5 days 6 days 7 days

O oo oo
U o o
O 0o oo
L O od g

Please add anything else you would like to tell us about how your prostate cancer has
had an impact on your everyday life.

15
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Section Five: ional wellbei

Below are some statements about feelings and thoughts. Please tick the box on each line that
best describes your experience of each over the last Z weeks.

None

STATEMENTS of the

time

50. I've been feeling optimistic about the I:I
future

51. I've been feeling useful
52. I've been feeling relaxed

54. I've been thinking clearly

55. I've been feeling close to other
people

L]
53. I've been dealing with problems well %
]
L]

56. 've been able to make up my own I:I

mind about things

:

EEENEEE
DONO0D0 63
00000

y

g

Section Six: Looki he

Evenif free f his secti

Please read the statements carefully and tick your responses to them. Please tick one box on
each line. If a question does not apply to you please leave it blank.

62. 1 am capable of coping with my prostate cancer

63.  Ihave all the information I need to manage
my prostate cancer

64. I am capable of helping health professionals
reach decisions related to my prostate cancer

65. My family are very supportive

66.  1need the support of my family and friends

The following questions ask about how you have been feeling during the past 30 days.
For each question, please tick the box on each line that best deseribes how often you had this

feeling.

During the past 30 days, about how often did you feel...

67. My family and friends still rely on me

68. I can adapt to the changes in my lifestyle

69.  Health professionals are happy to include me
in decisions related to my prostate cancer

Allof the Most of
time the time the time the time

57. ..nervous?
58. ..hopeless?
59. ..restless or fidgety?

60, ...50 depressed that nothing
could cheer you up?

61, ..that everything was an
effort?

62, ...worthless?

Him .

LOOO0o

Some of

Loyt

Alittleof  None of the

Lot

time

N

70.  1wantmy family and friends to continue to
rely on me

71. My friends are always supportive

72. 1still feel useful in my daily life

73. My spiritual beliefs help me cope with my
prostate cancer

74. 1accept that I have to change my lifestyle

75. Complementary therapies help me cope with my
prostate cancer

76. 1 have a lot of confidence in my local GP

Please add anything else you would like to tell us about how your prostate cancer has had an

impact on your emotional well-being.

LAPCD England Survey Timel: Version 9, 130715
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77. How much of an impact has prostate cancer had
on your life?

LAPCD England Survey Timel: Version 9, 130715

Strongly Agree
agree

Disagree Strongly
disagree

T OUoUouououoo oo
OUoyoyuououoy oo
OUououououoy o
OOy oouon g

N Alittle Quitea  Very
impact  impact bit of much
impact  impact

17
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What have been the most important issues that you have faced since your prostate cancer
diagnosis?

Section Seven: Questions about you

78. How old are you (in years)?

79. What is your legal marital status? Please tick one box.

I o o o |

Married

In civil partnership

Separated

Divorced/dissolved civil partnership
Widowed/surviving partner from civil partnership
Single (never married/never in civil partnership)
Other

80. What was your employment status before your diagnosis of prostate cancer? Please tick one

o

bax.

Full time employment

Part time employment

Self employed

Looking after family/home

Retired

Unemployed, seeking work

Unemployed, unable to work for health reasons
Other

18
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81. What is your employment status currently? If on sick leave answer in relation to your usual
employment status. Please tick one box.
Full time employment

Part time employment

Self employed

Looking after family/home

Retired

Unemployed, seeking work

Unemployed, unable to work for health reasons
Other

L o o

82. To which of these ethnie groups would you say you belong? Please tick one box.
ite
0 English/Welsh/Scottish/Northern Irish/British

Irish
[] Gypsy or Irish Traveller
[] Anyother White background

Mixed/Multiple ethnic groups
White and Black Caribbean

D White and Black African
[] White and Asian
D Any other Mixed /multiple ethnic background

Asian / British Asian
Indian

Pakistani

Bangladeshi

Chinese

Any other Asian background

Oo0ood

Black/African/Caribbean/Black British

[] Black African

[[] Black Caribbean

D Any other Black / African / Caribbean background

Other ethnic group

D Arab

[] Anyother ethnic group

19
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3. Do you consider yourself... Please tick one box.
Heterosexual / straight

Homosexual [ gay

Bisexual

Don't know

Prefer not to answer

£ DOoOood

. Which, if any, of the following conditions do you have? Please tick all the boxes that apply.
A heart condition

Angina

High blood pressure

Asthma or other chronic chest problem
Liver disease

Problems with your stomach, bowels or gallbladder
Problems with your pancreas

Kidney disease

Diabetes

Stroke

Alzheimer’s disease or dementia

Epilepsy

Other long standing neurclogical problem
A diagnosis of arthritis

o o

o

85.How tall are you? ... feet.....inches OR ....centimetres Don't know D

pounds OR ..kilograms..grams Don’t know D

86. How much do you weigh? ..

87. Have you ever in your lifetime seen a health care professional (such as a GP, psychiatrist,
psychologist, social worker, counsellor, psychotherapist, mental health nurse, or any other
such professional) for problems with your emotions or nerves or your use of alcohol or

drugs?
[[] Yes [] Ne

88. Do you look after, or give any help or support (not part of your paid employment) to family
members, friends, neighbours or others because of either:
« Long term physical or mental health disability, or
» Problems relating to old age

[ ves O we

Is there anything else you would like to tell us about what life has been like for you
following your prostate cancer diagnosis?

20
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Please would you tell us who filled in this survey? Please tick one box.
[]  The person to whom this survey was sent

A representative of the person to whom this survey was sent
(e.g. partner, family member, friend)

Follow-up survey

Thank you for completing this survey. We will be contacting you again in a years time for the
follow-up survey. If you decide at that time you would rather not complete the survey again
there is no obligation to do so.

Follow-up interview

As part of this work we are going to be interviewing a small number of men and some partners
/spouses to gain a better understanding of their experience. This will only involve men and
their partners / spouses who indicate they are interested in being interviewed. We would
normally only be able to interview either the participant or their partner/spouse, We will not be
interviewing couples together.

If you or your partner/spouse is interested in being involved in the interview, please tick the
relevant boxes below.

|:| Lam interested in being interviewed for this work

[] My partner / spouse is interested in being interviewed for this work
We are sorry we will not be able to contact all those who would like to participate in the
interview, but we will make sure that we get the views of a varied group. If you are one of the
group we would like to interview we will write to you explaining how to get in touch with us to
find out more about the interview. If you are still interested, we would arrange a time for the

interview. If you think your partner/spouse would like to be interviewed, we would follow a
similar process by making the initial contact with you by letter.

If you would like to know more about this study then please visit our website:
http://www lifeafterprostatecancerdiagnosis.com,

We very much appreciate the time and thought you have put into completing this survey. If
reflecting on your situation has caused anxiety or uncertainty in any way, please do not
hesitate to contact your specialist cancer nurse or call one of the specialist nurses on
Prostate Cancer UK's Confidential Help Line.

Prostate Cancer UK's Specialist Nurse Telephone Line: 0800 074 8383
(Free from UK landlines)

(Monday - Friday 9-6pm, Wednesday 10-9pm).

They are there to listen to your concerns, and offer support and helpful information

You have completed the survey. Thank you for your time.

21
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NHS |

Health Research
Authority

Yorkshire & The Humber - Leeds East Research Ethics Committee
NHSBT Mewcastle Blood Donor Cenfre

Holland Drive
Mewcastle upon Tyne
NE2 4NQ
10 June 2022
Dr Amy Downing
Level 11, Worsley Building
Clarendon Way
Leeds
LS2 9NL
Dear Dr Downing
Study title: The Role of Patient-Reported Outcome Measure Free-
Text Comments in the Prediction of Late Cancer
Outcomes
REC reference: 22/YH/0109
IRAS project ID: 305127

The Research Ethics Committee (REC) reviewed the above application at the meeting held
on 06 June 2022. Thank you for attending to discuss the application.

Ethical opinion

The members of the Committee present gave a favourable ethical opinion of the above
research on the basis described in the application form, protocol and supporting
documentation.

Good practice principles and responsibilities

The UK Policy Framework for Health and Social Care Research sets out principles of good
practice in the management and conduct of health and social care research. It also outlines
the responsibilities of individuals and organisations, including those related to the four

elements of research transparency:

1. registering research studies
2. reporting results

3. informing participants

4. sharing study data and tissue

Recommendation:

Please note this recommendation below from the REC. This is not a condition of your REC
Favourable Opinion.

Recommendation | The Committee recommends that you seek more extensive
from the REC: patient and public involvement/PPI. If you do decide to seek
further PPI, any changes made to the documentation as a result
of this should be submitted as an amendment (as you now
already have approval, and these will be post REC changes).

Confirmation of Capacity and Capability (in England, Merthern Ireland and Wales) or NHS

management permission (in Scotland) should be sought from all NHS organisations involved

in the study in accordance with NHS research governance arrangements. Each NHS
organisation must confirm through the signing of agreements and/or other documents that it

has given permission for the research to proceed (except where explicitly specified
otherwise).

Guidance on applying for HRA and HCRW Approval (England and Wales)/ NHS permission
for research is available in the Integrated Research Application System.

For non-NHS sites, site management permission should be obtained in accordance with the
procedures of the relevant host organisation.

Sponsors are not required to notify the Committee of management permissions from host
organisations.

Reagistration of Clinical Trials

All research should be registered in a publicly accessible database and we expect all
researchers, research sponsors and others to meet this fundamental best practice standard.

It is a condition of the REC favourable opinion that all clinical trials are registered on a
publicly accessible database within six weeks of recruiting the first research participant. For
this purpose, ‘clinical trials’ are defined as:

= clinical trial of an investigational medicinal product

« clinical investigation or other study of a medical device

= combined trial of an investigational medicinal product and an investigational medical
device

= other clinical trial to study a novel intervention or randomised clinical trial to compare
interventions in clinical practice.

Failure to register a clinical trial is a breach of these approval conditions, unless a deferral
has been agreed by the HRA (for more information on registration and requesting a deferral
see: Research reqistration and research project identifiers).

If you have not already included registration details in your IRAS application form you should
notify the REC of the registration details as soon as possible.

T NE D
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Publication of Your Research Summary

We will publish your research summary for the above study on the research summaries
section of our website, together with your contact details, no earlier than three months from
the date of this favourable opinion letter.

Should you wish to provide a substitute contact point, make a request to defer, or require

further information, please visit: https://www_.hra.nhs.uk/planning-and-improving-
research/application-summariesiresearch-summaries/

N.B. If your study is related to COVID-19 we will aim to publish your research
summary within 3 days rather than three months.

During this public health emergency, it is vital that everyone can promptly identify all relevant
research related to COVID-19 that is taking place globally. If you haven't already done so,
please register your study on a public registry as soon as possible and provide the REC with
the registration detail, which will be posted alongside other information relating to your
project. We are also asking sponsors not to request deferral of publication of research
summary for any projects relating to COVID-19. In addition, to facilitate finding and extracting
studies related to COVID-19 from public databases, please enter the WHO official acronym
for the coronavirus disease (COVID-19) in the full title of your study. Approved COVID-19
studies can be found at: https:/fwww_hra nhs.uk/covid-19-research/approved-covid-19-
research/

The sponsor must ensure that all participants enrolled into the study are registered with The
Over Volunteering Prevention System (TOPS).

It is the responsibility of the sponsor to ensure that all the conditions are complied
with before the start of the study or its initiation at a particular site (as applicable).

After ethical review: Reporting requirements

The attached document “After ethical review — guidance for hers” gives detailed
guidance on reporting requirements for studies with a favourable opinion, including:

. Notifying substantial amendments

. Adding new sites and investigators

. Notification of serious breaches of the protocol

. Progress and safety reports

. Notifying the end of the study, including early termination of the study
- Final report

. Reporting results

The latest guidance on these topics can be found at httpsJ/fwww hra.nhs.uk/approvals-
amendments/managing-your-approval/.

Approved documents

The documents reviewed and approved at the meeting were:

Letter frem spensor [Evidence of Sponsor Insurance] 10 01 Oclober 2021
Other [Supervisor CV - Richard Wagland ] 1.0 17 February 2022
Other [Supervisor CV - Vania Dimitrova] 1.0 04 March 2022
REC Application Form [REC_Form_26042022] 26 April 2022
Research protocol or project proposal [Research proposal] 20 26 January 2022
y CV for Chief Investigator {Cl) [Summary CV A Downing |1.0 27 January 2022
Cl
o y CV for student [Student CV - Anna-Grace Linton] 1.0 31 January 2022
y CV for supervisor (student research) [Supervisor CV - 10 22 February 2022
Adam W Glaser]
v, synopsis or diagram (flowchart) of protocol in non 1.0 31 March 2022
technical language [Project Flowchart]

Membership of the Committee

The members of the Ethics Committee who were present at the meeting are listed on the
attached sheet.

The Committee is consfituted in accordance with the Governance Arrangements for
Research Ethics Committees and complies fully with the Standard Operating Procedures for
Research Ethics Committees in the UK.

User Feedback

The Health Research Authority is continually striving to provide a high quality service to all
applicants and sponsors. You are invited to give your view of the service you have received
and the application procedure. If you wish to make your views known please use the
feedback form available on the HRA website: http://www _hra.nhs uk/about-the-
hra/governance/quality-assurance/

HRA Learning
We are pleased to welcome researchers and research staff to our HRA Learning Events and

online learning opportunities— see details at: https://www.hra.nhs.uk/planning-and-improving-
research/learning/

IRAS project ID: 305127 Please quote this number on all

correspondence

Document Version Dale

Evidence of Sponsor insurance or indemnity (non NHS Sponsors
only) [Sponsor Proof of Indemnity]

With the Committee's best wishes for the success of this project.
Yours sincerely

Rebecca Evans
Approvals Specialist

PP:
Mr Chris Foy
Chair
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E-mail: leedseast.rec@hra.nhs.uk

Enclosures:

Copy to:

List of names and professions of members who were present at the
meeting and those who submitted written comments

“After ethical review — guidance for researchers” [SL-AR2 for other
studies]

Non CTIMP Standard Conditions of Approval

Jean Unicake

Yorkshire & The Humber - Leeds East Research Ethics Committee

Attendance at Committee meeting on 06 June 2022

Committee Members:

Name Profession Present

Ms Laura Bamford Publisher Yes

Mrs Jacqueline Brandon Research Nurse MNo

Professor Kenneth Brodlie Retired Professor of Yes
Visualization

Dr Alan Ebbutt Retired Statistician Yes

Mrs Jenny Foggin Senior Governance & Yes
Corporate Affairs Officer

Mr Chris Foy Medical Statistician Yes

Mrs Jane Gayton Director of Project MNo
Management

Mr Aidan Hindley Tissue Bank Yes
Coordinator, GIFT
Research Tissue Bank
(Cadaveric)

Mrs Ann Kay Retired Special Needs MNo
Coordinator

Dr Nicky Kime Senior Research Fellow | No

Dr Nicolas Orsi Senior Research Fellow | No

Dr Robert Phillips Senior Clinical Academic | Yes

Dr Andrew Pollard Consultant Anaesthetist | No

Dr Anna Schuberth Specialty Registrar in No
Palliative Medicine

Miss Ruth Andrea Smith Solicitor Yes

Dr Nana Theodorou Head of Research & No
Innovation

Miss Kate Woodrow Chief Pharmacist No

Also in attendance:

Name Position (or reason for attending)
Rebecca Evans Approvals Specialist

Miss Ellie Gibbon Approvals Administrator

Miss Wangari Njiiri Approvals Administrator
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NHS

Health Research
Authority

East Midlands - Nottingham 2 Research Ethics Committee
Health Research Authority

Redman Place

Stratford

E20 1JQ

15 April 2024

Miss Shazeea Masud

207 Great Cambridge Road
London

EN1 18Q

Dear Miss Masud

Study title: Using Patient-Reported Outcome Measures to Predict
Long-Term Cancer Patient Outcemes

REC reference: 24/EM/0066

Protocol number: nia

IRAS project ID: 325375

Thank you for your letter of 11 April 2024, responding to the Proportionate Review
Sub-Committee’s request for changes to the documentation for the above study.

The revised documentation has been reviewed and approved on behalf of the PR
sub-committee.

Confirmation of ethical opinion

On behalf of the Research Ethics Committee (REC), | am pleased to confirm a favourable
ethical opinion for the above research on the basis described in the application form, protocol
and supporting documentation as revised.

ibilities

Good practice pri andr

o Ly

The UK Policy Framework for Health and Social Care Research sets out principles of good
practice in the management and conduct of health and social care research. It also outlines the
responsibilities of individuals and organisations, including those related to the four elements of

HOM

research fransparency:

registering research studies
reporting results

informing participants
sharing study data and tissue

PN

Conditions of the favourable opinion

The REC favourable opinion is subject to the following conditions being met prior to the start of
the study.

Confirmation of Capacity and Capability (in England, Northern Ireland and Wales) or NHS
management permission (in Scotland) should be sought from all NHS organisations involved in
the study in accordance with NHS research governance arrangements. Each NHS organisation
must confirm through the signing of agreements and/or other documents that it has given
permission for the research to proceed (except where explicitly specified otherwise).

Guidance on applying for HRA and HCRW Approval (England and Wales)/ NHS permission for
research is available in the Integrated Research Application System.

For non-NHS sites, site management permission should be obtained in accordance with the
procedures of the relevant host organisation.

Sponsors are not required to notify the Committee of management permissions from host
organisations.

Registration of Clinical Trials

All research should be registered in a publicly accessible database and we expect all
researchers, research sponsors and others to meet this fundamental best practice standard.

It is a condition of the REC favourable opinion that all clinical trials are registered on a public
registry before the first participant is recruited and no later than six weeks after. For this
purpose, ‘clinical trials’ are defined as:

« clinical trial of an investigational medicinal product

« clinical investigation or other study of a medical device

« combined frial of an investigational medicinal product and an investigational medical
device

« other clinical trial to study a novel intervention or randomised clinical trial to compare
interventions in clinical practice.

A 'public registry' means any registry on the WHO list of primary registries or the ICMJE list of
registries provided the registry facilitates public access to information about the UK trial.

Failure to register a clinical trial is a breach of these approval conditions, unless a defemral has
been agreed by the HRA (for more information on registration and requesting a deferral see
Research registration and research project identifiers).



Where a deferral is agreed we expect the sponsor to publish a minimal record on a publicly
accessible registry. When the deferral period ends, the sponsor should publish the full record on
the same registry, to fulfil the condition of the REC favourable opinion.

If you have not already included registration details in your IRAS application form you should
notify the REC of the registration details as soon as possible.

Publication of Your Research Summary

We will publish your research summary for the above study on the research summaries section
of our website, together with your contact details, no earlier than three months from the date of
this favourable opinion letter. Where a deferral is agreed, a minimum research summary will still
be published in the research summaries database. At the end of the deferral period, we will
publish the full research summary.

Should you wish to provide a substitute contact point, make a request to defer, or require further

information, please visit: Research summaries - Health Research Authority (hra.nhs.uk)

It is the responsibility of the sponsor to ensure that all the conditions are complied with
before the start of the study or its initiation at a particular site (as applicable).

After ethical review: Reporting requirements

The attached document "After ethical review — guidance for researchers” gives detailed
guidance on reporting requirements for studies with a favourable opinion, including:

- Notifying substantial amendments

. Adding new sites and investigators

. Notification of serious breaches of the protocol

. Progress and safety reports

- Notifying the end of the study, including early termination of the study
. Final report

- Reporting results

The latest guidance on these topics can be found at
https.#/www.hra.nhs.uk/approvals-amendments/managing-your-approval/.

Ethical review of research sites
The favourable opinion applies to all NHS/HSC sites taking part in the study, subject to

management permission being obtained from the NHS/HSC R&D office prior to the start of the
study (see “Conditions of the favourable opinion” above).

HOH

Approved documents

The documents reviewed and approved by the Committee are:

Document Version Date

Covering letter on headed paper [Covering Letter for Participant] 3 03 October 2023
Interview schedules or topic guides for participants [Focus Group |3 03 October 2023
Discussion Guide]

Other [Bowel Cancer PROMs Survey] 1 01 October 2012
Other [Life After Prostate Cancer Diagnosis Study] 29 April 2015
Other [Data Management Plan] 14-2 03 October 2023
Other [Distress Protocol] 4 03 October 2023
Other [QR Code for Patients and Carers Only] 1 03 October 2023
Other [CV] 1 01 January 2024
Other [CV] 4 01 January 2024
Other [Response to REC] vs1 01 April 2024
Participant consent form [Patient and Carer Consent Form] 4 03 October 2023
Participant consent form [Health Science Researcher and Clinician |4 03 October 2023
Consent Form]

Participant consent form [Patient and Carer Consent Form] vsh 01 April 2024
Participant consent form [Health Science Researcher and Clinician |vsb 01 Apnil 2024
Consent Form]

Participant information sheet (PIS) [Health Science Researcher and |4 03 October 2023
Clinician Information Sheet]

g:g.iac&pant information sheet (PIS) [Patient and Carer Information |9 03 October 2023
REC Application Form [REC_Form_28022024] 28 February 2024
Research protocol or project proposal [Research Protocol/Proposal] |10 03 October 2023
Summary, synopsis or diagram (flowchart) of protocel in non 1 03 October 2023
technical language [Informal Data Flowchart]

Statement of compliance

The Committee is constituted in accordance with the Governance Arrangements for Research
Ethics Committees and complies fully with the Standard Operating Procedures for Research
Ethics Committees in the UK.

User Feedback

The Health Research Authority is continually striving to provide a high quality service to all
applicants and sponsors. You are invited to give your view of the service you have received and
the application procedure. If you wish fo make your views known please use the feedback form
available on the HRA website:
http:/f'www.hra.nhs.uk/about-the-hra/governance/quality-assurance/

HRA Learning



We are pleased to welcome researchers and research staff to our HRA Leamning Events and
online learning opportunities— see details at:
https:/www.hra.nhs.uk/planning-and-improving-research/learning/

IRAS project ID: 325375 Please quote this number on all
correspondence

With the Committee’s best wishes for the success of this project.

Yours sincerely

Atk

Signed on behalf of
Ms Bernadette Roberts
Chair
Email: nottingham2.rec@hra.nhs.uk
Enclosures: “After ethical review — guidance for researchers”
After ethical review guidance for sponsors and investigators -

Non CTIMP Standard Conditions of Approval

Copy to: Ms Jean Uniacke
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Data Management Plan

Document Information

Reference LASER IGT PROJ

Category ISMS Do

Title Data Management Plan

Purpose Data management plan for a new LASER project

Status Approved

Owner Information Governance Management Group (IGMG)

Author Template and prompt sheet adapted under Creative
Com!:nuns CG%Y—NPE)—SA Iit.encglﬁom University of @ 0]S]6)
Cambridge:
http:/fwww_lib.cam.ac.uk/preservation/datatrain/documents.html and
University of Edinburgh:
http://datalib.edina ac.uk/mantra/Data_management_plan_template_MAN
TRA.docx

Compliance | ISO 27001 for scope defined in IRC Framework of the Information
Security Management System

Review plan | Set in the IRC IS Documentation Procedure

Related University of Leeds Information Protection Policy

Documents | IRC Framework of the Information Securr

Management System

Version History

27/06/2016 Initial version
1.0 20/10/2016 Submitted for sign off B.H. 20/10/2016
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1. Project information

Please use the prompt sheet (Section 2) to help fill in the answers.

Project title and brief
description
(See note a.):

What data sets will you be
using and from where?

(Seenotes a, c,d &e.)

The Role of Patient-Reported Outcome Measure (PROMs) in
the Prediction of Late Cancer Outcomes.

The purpose of this project is to develop and validate models
for predicting the absolute survival of patients to look at the
effect of patient-reported outcome measure (PROMs) data,
specifically free-text data, on prediction. This is part of a larger
research project looking at PROMs to explore the health-
related quality of life (HRQolL ) in patients with colorectal cancer
or prostate cancer using machine leaming methods. The study
will use digital data from NHS Digital and the University of
Leeds and contains the responses to PROMs cancer surveys
and survival data for each of the participants.

This data management plan also covers a linked project, titled
‘Using Patient-Reported Outcome Measures to Predict Long-
Term Cancer Patient Outcomes’ by PhD student Shazeea
Masud. This project aims to develop and validate deep
leaming based artificial intelligence algorithms to enable
accurate prediction of colorectal and prostate cancer patient
mortality, and later, healthcare utilisation, to inform the
production of personalised outcome prediction models. This
research will utilise Patient Reported Outcome Measures data
and Hospital Episode Statistics dataset to predict the duration
of survival and healthcare utilisation. Our study design involves
a human-in-the-loop methodology, which means we would like
to create a dialogue in the form of focus groups, with patients
and clinicians.

The datasets used will be a national colorectal cancer PROMs
dataset (living with and beyond bowel cancer) and national
prostate cancer PROMs dataset (Life after prostate cancer
diagnosis). Using the study IDs, the responses in these
datasets will be linked, by NHS digital, to fields on the mortality
for each participant. These are likely to include:

+ Length of survival in days from diagnosis

+ Vital status

+ Cause of death
We will also be using the Hospital Episode S ics dataset
which contains details of all admissions, A&E attendances,

Page7 Version 1.4-2
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and outpatient appointments at NHS hospitals in England
(Digital, 2015). Initially, this data is collected during a patient's
time at hospital as part of the Commissioning Data Set (CDS).
Relevant fields will be:

« Diagnosis

+ How many admissions

s Length of stay
We will collect qualitative data from patients and clinicians
during focus groups. These focus groups will be run as part of
our human-in-the-loop project to inform improved study design
and analysis.

e Materials such as notes, consent forms

s Transcripts from the focus groups

What files will be
generated as part of the
research?

(See note c.)

How will generated files be
documented and
described?

(See note c.)

The files generated as part of this research are the scripts used
to analyse the data and the models developed and trained
using these data. These files that do not contain the raw data
or aggregated data may be used outside of LASER.

Version control will be used to record the changes in the data
and documents produced using this data.

[Documents containing the analysis of the focus groups —
including word documents of the transcripts and spreadsheets
of thematic analysis.]

Information relating to the data received from NHS Digital will
be ded and made available to the research team.

The code used to analyse the data will be made available so
that this can be checked and replicated, if necessary.

[well documented as to how they were generated and
analsysed]

How will your files be
structured and stored?

(See note c.)

The data is pseudonymised and will be provided by NHS
Digital and will be transferred (via a secure file transfer system)
to the University of Leeds. Any identifiable data will be
redacted.

At the University of Leeds, the data will be stored in LASER
and accessed using virtual machines by the research team. A
master copy will be kept in a separate folder.

Page 7
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