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How to incorporate PROMs into everyday
dialysis care: The Dutch Experience
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Background

* The burden of dialysis is high

* Dialysis patients experience numerous symptoms and
have a poor health-related quality of life (HRQoL)

* HRQoL should be the most important outcome
parameter in dialysis patients

-
Patient-Reported Outcome (PRO)

* Outcomes on aspects of patients’ perceived health,
reported from the patient’s perspective
—HRQolL
—functional status
—symptom burden

-
Patient-Reported Outcome Measure (PROM)

* Questionnaire to measure PROs
—generic PROM
—specific PROM (for a disease or treatment)
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Patient-Reported Outcome Measure Score PROMs in the Netherlands
* Score for a PRO as measured by a PROM * 2015-2016: selection of PROMs
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Patient-reported outcome measures:
selection of a valid questionnaire for
routine symptom assessment in patients
with advanced chronic kidney disease - a
four-phase mixed methods study
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Frans J. van Ittersum®, Hans A. J. Bart’, Marc H. Hemmelder®” and Friedo W. Dekker'
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Selection of PROMs

* Four-phase mixed method
1) Perform a systematic literature search
2) Create a complete list of unique symptoms and
clustering in symptoms groups
3) Preliminary selection of symptom questionnaire
4) Evaluate questionnaires with panel of patients and
experts

Van der Willik, BMC Nephrol 2019
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Systematic literature search

b oxcuded basadonite N-239

promising tes =332

Phase 1
systematic teraturesearch

Van der Willik, BMC Nephrol 2019

Symptom list and clustering

Unique symptoms from

questionnaires N=100

T
Additional symptoms from patient »

interviews N=1
Symptom clusters

Phase 2:
symptom clustering

Van der Willik, BMC Nephrol 2019
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Symptom list and clustering

v

Unigue symptoms from
questionnaires N=100

Additional symptoms from patient »

interviews N=1
Symptom clusters N=10

General Musculoskeletal
Night’s rest Skin
Gastroenterology ~ Head/throat
Cardiopulmary Psychosocial
CNS Sex

Phase 2
symptom clustering

Van der Willik, BMC Nephrol 2019

-
Preliminary selection of questionnaires

e Criteria
—>90% of the clusters is covered by the questionnaire
—maximum length of 90 items / 15 minutes to complete
—applicable and validated in patients with advanced CKD
—suitable for use in routine care

26 of 28 questionnaires excluded
leaving DSI and IPOS-Renal

Van der Willik, BMC Nephrol 2019
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Feedback patient panel

Table 3 Comparison of two CKD-specific symptom biased of feedback of the patient panel (n=151)
05 (=76 1POS Renal (n=75) praue

Pge (year9) 606 (125) 602 (104) 08
Treatment modaliy 05

Pre-dialysis 609 13073)

Haemodialyss 8005) 90120

Peritoneal diaysis 609) 463

Transplant 53(697) a76@7)

Other 369 207
Objective time to complete* (minutes) 54016 7508 <0001
Subjective time to complete® (minutes) 3208 4806 <0001
Nurmber of symptoms reportedia 120065 80N <0001
Acditonal 1-3 symproms reported 2078 2533 05
Burdensome of questionnaire (yes) 463 207 04
Appropriate fiequency of subimission (imes per year) 2708 2902 0s

Van der Willik, BMC Nephrol 2019

Dialysis Symptom Index

1. Constipation 16, Chest pain
2 Nausea 17. Headache

3. Vomiting 18 Musce soreness

4 Dierthoea 19. Diffculy concentrating
5. Decreased appetite 20 Dry skin

6. Muscle cramps 21. ching

7. Swelling in legs 22 Worrying

23 Feeling nervous

24 Troubie fallng asieep

25 Trouble staying asleep

s
keeping legs s

1. Nombress or tingling 26 Teciing initable
12, Feeling tred or lack of 27, Fesing sad

eneray

13, Cough 28 Fesing anxous

14. Dry mouth 20, Decreased interest n sex
15. Bone ot joint pain 30 Diffculty becoming

sexvally aroused

Weisbord, J Pain Sympt Manag 2004
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12-item Short Form

Hem Description of item (abridged)

number

] In general, would you say your healtn is:
excellent, very good, good, far, poor

2 Dees your health now limit you in moderate activities?

3 Does your nealth now limit you in climbing several flights of stairs?

-4 During the past 4 weeks, were you as a result of your physical health
accomplished less than you would like?

7 During the past 4 weeks, have you as a result of emotional problems,
not do work or other activities as carefully as usual?

8 During the past 4 weeks, how much did pain interfers with your normal work?

9 How much of the time during the past 4 weeks have you felt calm and peaceful?

10 How much of the time during the past 4 weeks did you have a lot of energy?

" How much of the time during the past 4 weeks have you felt downhearted
and blue?

12 During the past 4 weeks, how much of the time has your physical health or

Ware, Med Care 1996

PROM:s in the Netherlands

* 2015-2016: selection of PROMs
* 2016-2017: pilot study with PROMs
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Clinical Kidney Journal, 2020, 1-10
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ORIGINAL ARTICLE

Routinely measuring symptom burden and
health-related quality of life in dialysis patients:
first results from the Dutch registry of
patient-reported outcome measures

Esmee M. van der Willik ® !, Marc H. Hemmelder??, Hans A. J. Bart?,
FransJ. van Ittersum®, Judith M. Hoogendijk-van den Akker®,
Willem Jan W. Bos”*®, Friedo W. Dekker® and Yvette Meuleman®

RENINE

Dutch registry on chronic RRT

Collects, stores, analyses, and reports information
about kidney disease and clinical outcomes

All dialysis centres provide data = coverage rate

>95%

Is perfectly suited to collect, process, and report

PROMs

Nefrovisie

Richtlijnen - Registratie - Visitatie
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Research questions in Dutch pilot study

* What is the response rate? Centre variation?

* What is HRQoL and symptom burden? Centre
variation?

* What are patients’ experiences and preferences?

Van der Willik, CKJ 2020

-+
Design of Dutch pilot study

* Sept 2016 — April 2017
* 16 centres (treating 26% of all Dutch dialysis patients)
* Baseline, 3 and 6 months

Van der Willik, CKJ 2020
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Response rate

e 1440 prevalent patients were invited

* 36% responded at least once

* 24% completed 3 questionnaires

* Response rate was higher at baseline (28% vs 21%)

* Responders were more frequently male, older, had
higher SES, and started RRT more recently

Van der Willik, CKJ 2020
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Response rate

* Average time to complete the PROMs 12.2 + 6.1 min
* 41% needed support to complete the PROMs
— reading questions aloud (81%)
— filling in patients’ answers (79%)
— translating questions
— completing questionnaire on behalf of patient
— assistance using electronic device
— discussing questions with relatives to remember their experiences

Van der Willik, CKJ 2020
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Centre variation in response rate

0%
m Baseline
0%
3months
0%
6 months

12 3 4 s 6 7 8 9 10 U 1 13 1 15 16

Center

Response rate
§ 8§ 8 § 8

§

Van der Willik, CKJ 2020
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Top 10 most frequent symptoms

Rank Symptom frequency n (%)

1 Feeling tired or lack of energy 366 (76.4)
2 Dry skin 283 (58.7)
3 Trouble staying asleep 260 (54.3)
4 Muscle cramps 246 (51.0)
5, Itching 240 (50.0)
6 Bone or joint pain 225 (47.0)
7 Dry mouth 223 (46.8)
8 Trouble falling asleep 206 (43.2)
g Shortness of breath 207 (43.1)
10 Decreased interest in sex 193 (41.8)

Van der Willik, CKJ 2020
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Top 10 most burdensome symptoms

Rank Symptom burden® Mean (SD)
1 Difficulty becoming sexually aroused 3.42 (1.4)
2 Trouble falling asleep 3.26 (1.1)
3 Decreased interest in sex 3.25(1.5)
4 Feeling tired of lack of energy 3.24(1.0)
5 Bone or joint pain 3.23(L.1)
6 Trouble staying asleep 3.18(1.1)
74 Dry skin 3.04(1.2)
8 Numbness or tingling in feet 2.99 (1.0)
9 Restless legs or difficulty keeping legs still 2.94 (1.0)
10 Itching 2.88(1.0)

Van der Willik, CKJ 2020
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Centre variation in symptom burden
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Van der Willik, CKJ 2020
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Centre variation in physical HRQoL

Mean 35.6

Physical HRQOL (PCS)
»

Number of dialyss patients (responders)

Van der Willik, CKJ 2020

Centre variation in mental HRQolL

Mes)

g ,,,,,,,,,, T Mean 47.7
g |
.
.
o
0 x w0 © w 10

Number of dalysis patonts (responders)

Van der Willik, CKJ 2020
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Patient experiences and preferences

* 79% wanted to share and discuss their results with
clinician
* Patients discussed the results with a nephrologist, a

nurse and/or social worker > mean score 3.8 (on a
scale of 1-5)

* Professionals also appreciated discussing PROMs

Van der Willik, CKJ 2020

-
PROM:s in the Netherlands

* 2015-2016: selection of PROMs
* 2016-2017: pilot study with PROMs
* Since 2017: use of PROMSs in DOMESTICO
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Dutch nOcturnal and hoME dialysis Study To Improve Clinical Outcomes

Dutch nOcturnal and hoME dialysis Study To Improve Clinical Outcomes

AN

DOMESTICO

C®
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AN : mmmanasaciy oo BMC Nephrology
>
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R 3 Dutch nOcturnal and hoME dialysis Study | &)
To Improve Clinical Outcomes -
— % pomesTIco i > (DOMEST'CO)' rationale and design
1\ AL 1 A.van Eck van der Sluijs", A A. Bonenkamp?’, F. W. Dekker’, A. C. Abrahams’, B. C. van Jaarsveld**" and on behalf
. of the DOMESTICO study group
I AN
2012-2017 2019 2020 2021 @
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DOMESTICO Prospective DOMESTICO Prospective
* Aim: investigate the effect of home dialysis on * Primary outcome
HRQol, clinical outcomes, and costs — HRQoL = PROMs
* Nationwide, prospective, observational cohort study * Secondary outcomes
* Incident dialysis patients — clinical outcomes (hospitalization, mortality)
— 800 home dialysis patients — costs
— 800 in-centre HD patients — technique failure
/@\ /@\
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At present > 1400 inclusions

) 54 Dutch centres
4 Belgian centres

Baseline Physical Component Summary score

DOMESTICO cohort - baseline
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Baseline Mental Component Summary score

DOMESTICO cohort - baseline
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Mental Component Score

Baseline Dialysis Symptom Index score

DOMESTICO cohort - baseline

Number of participants
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Dialys Symptom Index - score
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Severity dialysis symptoms at baseline

Edema Decreased Appetite Feeling tired
] . | “’“
‘ mQuite a kit bothersome
% 60 & 50 60 !
- € | Somewhat bothersome
& & w & Alite bit bethersome
. 5

Journal of Nephrology
https:/doi.org/10.1007/540620-021-01005-1

ORIGINAL ARTICLE

The Impact of COVID-19 on the mental health of dialysis patients

AnnaA. ' - Theresia A. Drui - Anita van Eck van der Sluijs? - Frans J. van Ittersum’ -
Brigit C. van Jaarsveld'3 - Alferso C. Abrahams? on behalf of the DOMESTICO study group

Methods Cohort

Data from
nationwide n=177
cohort study.

Quality of lfe
questionnaires

Age
during pandamic and 6492115
3.6 months prior

February 27th m 75%
‘and July 15t 2020 in-canter

([ IR %
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Health-related Quality of Life Presence of mental-health related symptoms
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Bonenkamp, J Nephrol 2021 @ Bonenkamp, J Nephrol 2021
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Severity of mental-health related symptoms PROMs in the Netherlands

Trouble Trouble ¢ 2015-2016: selection of PROMs
Feeling Anxious Feeling Sad Worrying Feeling Nervous  Falling Asleep  Staying Asleep
o + 2016-2017: pilot study with PROMs
* Since 2017: use of PROMs in DOMESTICO
g “ * ® * ” * Since 2018: implementation of PROMs in daily care

B bothers very much
B2 quite a bit bothersome

2
3 somewhat bothersome
£ alittle bit bothersome

B not atall bothersome
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Implementation of PROMs in daily care Nefrodata generates invitations for PROMs ...

* Frequency: at least annually, more often on indication

Nefrodata
* Online collection

2] Terug naar patiéntoverzicht

Patiéntgegevens  Theraplegegevens Kiinische gegevens  PROMs

.

uuuuuuuuu m

12022020

FE] Downioad PROM rapport

Nefrodata
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Kwaliteit van leven Uw antwoord

... and collect and report results

Hoe zou u over het algemeen uw gezondheid noemen? Goed
2 Wordtu door ige i Ja,

plaatsen, stofzuigen,

3 Wordtu door ‘vappen . . S F_ 1 2
Nefrodata e ;

7] Terug naar patiéntoverzicht L s
soort bezigheden
Patiéntgegevens  Theraplegegevens  Kiinische gegevens  PROMs £
Nee

Hier kunt u de uitnodiging PROMs voor de patient 503891 downloaden: Download et 20 zorgwidig als gewoonik

Inweke mate bent

Jinvuidatum Centrum werk)?

2022020 Universitie Medsch Centrum Urecht £] Download PROMS rapport 9 H Vaak
entevreden?

10 Zelden
energie?
’ L Soms
e
12 a Meestal
Nefrodata Feniena e oot i Nefrodata
50
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Implementation of PROMs in daily care

Dialysis
Sym ptom * Discuss results during multidisciplinary team meeting

= * And with the patient
st Index

19 Comsraataprosman o, eenbestpiont

B Nefrodata

-
Distribution of SF-12 scores Distribution of number of symptoms

DSl-score
08
SF12- physical component SF12- mental component
04 0s.
o 06
03
03
02 {1}
02
o ” 02
o o
S 2 & 8 ¢ 8 8 R 8 8 8 S 2 & 8 § 8 8 % 8 8 8 o
. - ) ° S 3
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RENINE annual report 2019 Nefl’()data RENINE annual report 2019 Nefr()data
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Top 10 most frequent symptoms

Table 5.2. Top 10 most frequent symptoms separately for men and women

Feeling tired/lack of energy 73% Feeling tired/lack of energy %
Dry skin 52% Dry skin 68%
Trouble staying asleep 51% Muscle cramps 56%
Muscle cramps 51% Trouble staying asleep 52%
ltching 49% Dry mouth 50%
Dry mouth 45% Bone o joint pain 49%
Shortness of breath 4% Itching 47%
Trouble falling asleep 43% Trouble falling asleep 4%
Bone or joint pain 41% Coughing 43%
Decreased interest in sex 1% Restless legs 43%

Nefrodata

RENINE annual report 2019
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Top 10 most burdensome symptoms

Table 5.3. Top 10 most burdensome symptoms
Men Mean ‘Women Mean
score score

Difficulty becoming sexually aroused 327 Trouble falling asleep 324

Decreased interest in sex 314 Difficulty becoming sexually aroused 319
Trouble falling asleep 307 Trouble staying asleep 347
Feeling tired/lack of energy 306 Feeling tired/lack of energy 313
Trouble staying asleep 306 Bone o joint pain 313
ltching 301 Decreased interest in sex 305
Bone or joint pain 295 Dry skin 304
Dry skin 289 Numbness or tingling in feet 302
Restless legs 287 Restless legs 301
Numbness or tingling in feet 283 Itching 291

Average burden score (1-5) reported when the symptom was present

Nefrodata

RENINE annual report 2019
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PROM:s in the Netherlands

* 2015-2016: selection of PROMs

* 2016-2017: pilot study with PROMs

* Since 2017: use of PROMs in DOMESTICO

* Since 2018: implementation of PROMs in daily care
* Since 2019: use of PROMs in other studies

C N

DIALOGICA DOMESTICO
C

I
Nefrovisie

Zicht op nierzorg
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Oevelen et al. BUC Nephrology  (2021) 22:39
httpsy/doi.org/10.1186/512882-02102235-y

BMC Nephrology
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DIALysis or not: Outcomes in older kidney

Chock for
. . . Updaiss

patients with GerlatriC Assessment

(DIALOGICA): rationale and design

Mathijs van Oevelen'"®, Alferso C. Abrahams? Willem Jan W. Bos'*, Mariélle H. Emmelot-Vonk®,

Simon P. Mooijaart’, Merel van Diepen ® Brigit C. van Jaarsveld’, Anita van Eck van der Sluijs?,

Carlijn G. N. Voorend', Marjolijn van Buren'® and on behalf of the DIALOGICA study group C

age 270 .
GFR <10 ml,
€GFR 10-15 mi/min © iy

informed consent o e
(n=1500) dialysis initiation

conservative care
(n=100)
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PROMs in the Netherlands

* 2015-2016: selection of PROMs

* 2016-2017: pilot study with PROMs

¢ Since 2017: use of PROMs in DOMESTICO

¢ Since 2018: implementation of PROMs in daily care
e Since 2019: use of PROMs in other studies

* 2021: key success factors and challenges

61

e Clinical Kidney Journal, 2020, 1-10
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er a doi: 10.1053/ckjsfr152
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ORIGINAL ARTICLE
Routinely measuring symptom burden and
health-related quality of life in dialysis patients:
first results from the Dutch registry of
patient-reported outcome measures

Esmee M. van der Willik ® *, Marc H. Hemmelder®?, Hans A. J. Bart?,
Frans J. van Ittersum®, Judith M. Hoogendijk-van den Akker®,
Willem Jan W. Bos”*, Friedo W. Dekker” and Yvette Meuleman®

Pilot in 16 centres
Sept 2016 - April 2017

-
Increasing number of participating centres

60

Nefrodata
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-
Increasing response since introduction

B ' Nefrodata a0
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Key success factors for implementation PROMs

* Collaboration
— on a national level
— on a centre level
* Appropriate infrastructure
— on a national level = support by RENINE

— on a centre level = integration in daily clinical care
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Key success factors for implementation PROMs

* Motivating health care professionals
* Online collection of PROMs, but also on paper
* Incorporation of PROMs in studies

* Providing individual feedback on PROMs results to
patients

-+
Challenges for the implementation of PROMs

e Large-scale infrastructure for collecting, storing,
analysing, and reporting PROMs data is required =
role for kidney registries

67
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Role of kidney registries

Kidney registry
capabilities

B
Aggregated fesdback |
‘andbenchmarks |
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Patintievel PROMS daia
- > Patentevel cinialcoto
= Agorogated PROMs and el cata

Van der Veer, CKJ 2021

-
Challenges for the implementation of PROMs

Large-scale infrastructure for collecting, storing,
analysing, and reporting PROMs data is required = role
for kidney registries

Patient and staff engagement
Support patients to complete PROMs

Prevent survey fatigue
Integration in electronic health records
Attention for patients with low (e-)health literacy
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Conclusions

* Incorperating PROM s into everyday dialysis care is
feasible

* Collaboration and motivating professionals are key
success factors

* Use of PROMs has a positive effect on quality of life
of dialysis patients

* Use of PROMs improves quality of kidney care

-
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