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Abstract

Background

Water quality monitoring at the dialysis units (DU) is essential to ensure an appropriate dialy-
sis fluid quality and guarantee an optimal and safe dialysis treatment to patients. This paper
aims to evaluate the effectiveness, economic and organizational impact of automation, digi-
talization and remote water quality monitoring, through a New Water Technology (NWT) at
a hospital DU to produce dialysis water, compared to a Conventional Water Technology
(CWT).

Methods

A before-and-after study was carried out at the Hospital Clinic Barcelona. Data on CWT was
collected during 1-year (control) and 7-month for the NWT (case). Data on water quality,
resource use and unit cost were retrospective and prospectively collected. A comparative
effectiveness analysis on the compliance rate of quality water parameters with the interna-
tional guidelines between the NWT and the CWT was conducted. This was followed by a
cost-minimization analysis and an organizational impact from the hospital perspective. An
extensive deterministic sensitivity analysis was also performed.

Results

The NWT compared to the CWT showed no differences on effectiveness measured as the
compliance rate on international requirements on water quality (100% vs. 100%), but the
NWT yielded savings of 3,599 EUR/year compared to the CWT. The NWT offered more
data accuracy (daily measures: 6 vs. 1 and missing data: 0 vs. 20 days/year), optimization
of the DU employees’ workload (attendance to DU: 4 vs. 19 days/month) and workflow,
through the remote and continuous monitoring, reliability of data and process regarding
audits for quality control.
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Conclusions

While the compliance of international recommendations on continuous monitoring was per-
formed with the CWT, the NWT was efficient compared to the CWT, mainly due to the travel
time needed by the technical operator to attend the DU. These results were scalable to
other economic contexts. Nonetheless, they should be taken with caution either when the
NWT equipment/maintenance cost are largely increased, or the workforce involvement is
diminished.

Introduction

End-stage renal disease (ESRD) is the stage where the patient needs a renal replacement ther-
apy (RRT) to survive, which include dialysis and/or renal transplant. The European Renal
Association (ERA) reported almost 700,000 people needs RTT with an incidence of 81,000
people/year in Europe [1]. RRT patients experience a decrease in life expectancy and health-
related quality of life. In Europe from the health system perspective in 2015, the mean cost per
RRT dialysis patient/year ranged from 48,000 EUR (UK) to 111,000 EUR (Netherlands) [2].
The growing prevalence of patients reaching the Chronic Kidney Disease stage at which RRT
is required, may even worsen this financial burden [3, 4].

Water quality monitoring at the dialysis units (DU) is essential to ensure an appropriate
dialysis fluid quality and guarantee an optimal dialysis treatment [5]. With this purpose, the
dialysis system is deployed within strict compliance with the current international standards
(ISO-23500) [6] on quality management and standards for water purity. Two levels of water
quality are defined: purified water and ultra-pure water [7]. Current scientific evidence shows
benefits of ultrapure dialysis fluid for patients’ outcome [8-10]. Purified water is obtained at
the water plant and afterwards ultra-pure water is obtained at the personal dialysis equipment,
being ultra-pure water ultimately used to obtain the dialysis fluid. Therefore, a water quality
control needs to be delivered at both the water plant and the personal dialysis equipment [11].
Guidelines regulate both purified and ultra-pure water quality [12].

This study is focused on the water quality monitoring technology at the water plant of a
hospital DU to produce dialysis water, comparing the Conventional Water Technology
(CWT) with a New Water Technology (NWT), which is claimed to have potential added value
through automated, digitalized and remote monitoring. This paper aims to evaluate the effec-
tiveness, and the economic and organizational impact of the NWT in the water quality moni-
toring at a DU, compared to the CWT, to support health funding decision-making [13]. There
is a twofold novelty in this research, the first worldwide implementation of the NWT in clinical
practice, and the performance of a Health Technology Assessment (HTA).

Methods

Technologies compared

The water quality monitoring is currently being carried out on a typical offline / manual
approach by the CWT. Allowing for some differences across countries, the CWT quality moni-
toring consists of one manual daily measure on a paper checklist by a technical operator (TO),
followed by manual digitalization of the measurements. Hardness, chlorine and conductivity
parameters are measured manually with reactive kits. The Colony Forming Units (CFU) and
Endotoxin Units (EU) are measured through microbiological cultures. The chemical elements
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analysis is carried out using the most appropriate determination technique for each element,
being each one detailed in ISO-23500-3. A monthly meeting including the TO, the head of
nursery of the DU and the head of the DU is usually conducted to verify the data and report it
to the quality control supervisor. The quality control supervisor quarterly issues a quality
report. S1 Table reports the technical comparisons between both technologies.

For the NWT, six daily measures are automatically and digitally recorded, instantly digita-

lized and sent to the data server. The TO can remotely access daily data from digital devices,
having both detailed information as well as an overview of the quality parameters. Hardness,
chlorine and conductivity parameters were measured through embedded sensors, while the
CFU, EU and the chemical elements analysis were performed as for the CWT. The NWT inte-
grates a system of warnings/alerts that TOs’ receives instantly if any parameter is near the
threshold limit or out of standards, respectively (such as salt, water conductivity, etc.). The

automated, digitalized and remote monitoring with the NWT allows for an optimization of
the workflow claiming to reduce the TO workload; a higher data accuracy and reliability as
well as a reduction in days with absence of data; and a more efficient review during the
monthly meetings and quality act reports. Although potential network fails and under/over
triggering of warnings/alarms can occur, the NWT contains three pillars to ensure a high reli-
ability: physical products (medical products and non-medical products), services (product

related services and non-product related services) and digital solutions. This structure allows
for a validation during the manufacturing process, during the dialysis unit’s setup and an
annual regular check on performance which leads to a high reliability over 98% (calculation
based on uptime of the system). Table 1 summarises the main characteristics of the CWT and

the NWT.

Table 1. Main characteristics of NWT vs. CWT.
CWT

1 daily measure

Manual recording of data

Measurements performed manually with reagents
(potential human error, less accuracy)

Paper checklist with a need for posterior
digitalization

Connection with hospital network needed to
access the data

A discontinuous monitoring can lead to a late
response on potential errors

Requires TOs to physically attend the DU on a
daily basis

Absence of daily data if an unexpected event
happens and the TO cannot attend the DU

Manual chemical disinfections (4 times/year;
quarterly)

NWT
6 daily measures

Automatic and digital recording of data (potential network
fails)

Measurements performed automatically through embedded
sensors (no human error, more accuracy)

Automatically digitalized report on all the water quality data
Remote access to data from tablet

Warning/alarm feature allows for preventive measures way
before an error occurs (potential under/over triggering of
warnings/alarms)

TOs only need to attend the DU when salt or a preventive
action is needed

Automatically digitalized recording of data prevents any
absence of daily data that might occur due to external
circumstances

Automated heat disinfections (52 times/year; weekly)

CWT: Conventional Water Technology; NWT: New Water Technology; TO: Technical Operator; DU: Dialysis Unit

Network fails: unfeasibility to send the water quality data by the NWT due to an error of the communication network

(internet).

Warning: message alerting a parameter is close to the limits of its standard.

Alarm: message alerting a parameter is out of the limits of its standard.

https://doi.org/10.1371/journal.pone.0247450.t001
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May 2018 — May 2019 May — June 2019 ( August 2019 — February 2020

| Retrospective | Prospective l
New device installation
| CWT (Before/Control) NWT (After/Case) |

Fig 1. Study design. CWT: Conventional Water Technology; NWT: New Water Technology.
https://doi.org/10.1371/journal.pone.0247450.g001

Study design

A before-and-after study was carried out (Fig 1). The CWT was operating during 1-year defined
as control period (N = 313 observations/days; June-2018 -May-2019), while the NWT did so
during 7-month defined as case period (N = 183 observations/days; August-2019 -February-
2020). The 1-year control period contained 11-month retrospective data and 1-month prospec-
tive data (May-2019) to collect variables not available retrospectively. The 7-month case period
was prospectively collected. The study of the NWT compared to the CWT was conducted in
one of the satellite DUs attached to the Hospital Clinic Barcelona (HCB) (DU situated in a dif-
terent physical location from HCB). This study did not include information on human/animal
subjects or other materials from a natural setting requiring an approval by an ethics committee.

Effectiveness and economic evaluation

Although the water plant is an important and mandatory element of the dialysis process, once
the dialysis fluid has been formed, two diasafe filters to achieve ultra-pure dialysate, located in
the dialysis machines, are mandatory for these treatments in which the dialysate itself is used as
a replacement solution. With these safety filters, it is unlikely to improve clinical results depend-
ing on water quality and/or dialysate [14-16]. Therefore, differences in patient health outcomes
were not assumed to be achieved by the NWT. Consequently, the water quality parameters,
defined as maximum allowable contaminant levels [6, 17], were considered as effectiveness
measure to conduct a cost-effectiveness analysis (CEA). Data on water quality parameters,
resource use and unit cost (EUR 2019) were collected (daily, monthly and annual, as appropri-
ate). Data was obtained from the review of quality control records, HCB administrative data-
bases and Fresenius Medical Care (FMC). The list of collected variables is available on S2 Table.

A descriptive analysis (average/frequency and standard deviation) followed by statistical
tests (t-test and chi-squared) on water quality and resource use variables comparing the CWT
and the NWT was conducted. Neither sample size nor power calculation were performed
since sample size of control and case groups were largely enough to compute the statistical
tests.

Using annual data, effectiveness and costs were evaluated for each technology. The effec-
tiveness was measured as the compliance rate of the water quality parameters with the recom-
mended standards by the international guidelines [6]. The cost was computed as the annual
aggregated cost, multiplying each resource use by its unit cost. Then, a CEA was planned and
was summarized as the incremental cost-effectiveness ratio (ICER), defined as the incremental
cost divided by the incremental effectiveness of the two competing alternatives (1).

Caywr — C
JCER — —=NwT CWT (1)

NWT — ECWT
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ICER: Incremental Cost-Effectiveness Ratio; Cywr: Annual aggregated cost of the NWT;
Ccwr: Annual aggregated cost of the CWT; Exywr: Compliance rate of the water quality
parameters of the NWT; Ecwr: Compliance rate of the water quality parameters of the CWT
Since both technologies met the international guidelines [6] requirements on water quality,
then no incremental effectiveness was found (see Table 2 in Results section). Therefore,

Table 2. Effectiveness measures. Water quality parameter standards, values and compliance rate.

Variable Unit Standard’ CWT NWT Difference NWT-CWT
Average (SD) | CR (%) | Average (SD)N=183 | CR (%) Average CR (p.p.)
N =313 (p-value)
N° of daily measurements Measures/day na 1 (0.00) 100 6 (0.00) 100 5(n.a.) 0
Hardness °fH 1 1 (0.00) 100 0,3 (0.02) 100 -0.7 (n.a.) 0
Chlorine mg/l 0,1 0.1 (0.00) 100 0 (0.00) 100 -0.1 (n.a.) 0
Conductivity Meter (Inlet water) us/cm n.a. 886 (185) n.a. 1102 (87) n.a. 216 (0.000) n.a
Conductivity Master (after 1* RO)* us/cm n.a. 15 (1) n.a. 16 (4) n.a. 1 (0.000) n.a
Conductivity Slave (after 2" RO)® us/cm 10 3.6 (0.47) 100 4.6 (0.41) 100 1 (0.000) 0
Rejection Rate % na. 99.55 (0.11) 100 99.58 (0.02) 100 0.03 (0.001) 0
Colony Forming Units® (CFU) CFU/ml 100 1(n.a.) 100 1(n.a.) 100 0 (n.a.) 0
Endotoxin Units® (EU) EU/ml 0,25 0.005 (n.a.) 100 0.0624 (0.09) 100 0.0124 (n.a.) 0
Aluminium mg/l 0,01 <0,01 100 <0,01 100 n.a. 0
Total Chlorine mg/1 0,1 <0,1 100 <0,1 100 na. 0
Copper mg/l 0,1 <0,01 100 <0,01 100 n.a. 0
Fluoride mg/l 0,2 <0,2 100 <0,2 100 n.a. 0
Lead mg/1 0,005 <0,005 100 <0,005 100 n.a. 0
Nitrate mg/l 2 <0,5 100 <0,5 100 n.a. 0
Sulfate mg/l 100 <2 100 <2 100 n.a. 0
Zinc mg/l 0,1 <0,25 100 <0,25 100 n.a. 0
Calcium mg/1 2 0.5375 100 <0,5 100 n.a. 0
Magnesium mg/l 4 <0,1 100 0.104 100 n.a. 0
Potassium mg/l 8 <0,5 100 <0,5 100 n.a. 0
Sodium mg/l 70 0.5398 100 <0,5 100 n.a. 0
Antimony mg/l 0,006 <0,001 100 <0,001 100 n.a. 0
Arsenic mg/l 0,005 <0,002 100 <0,002 100 n.a. 0
Barium mg/l 0,1 <0,01 100 <0,01 100 n.a. 0
Beryllium mg/l 0,0004 <0,0001 100 <0,0001 100 n.a. 0
Cadmium mg/l 0,001 <0,001 100 <0,001 100 n.a. 0
Chromium mg/l 0,014 <0,005 100 <0,005 100 n.a. 0
Mercury mg/l 0,0002 <0,0001 100 <0,0001 100 n.a. 0
Selenium mg/l 0,09 <0,005 100 <0,005 100 n.a. 0
Silver mg/1 0,005 <0,005 100 <0,005 100 n.a. 0
Thalium mg/1 0,002 <0,001 100 <0,001 100 n.a. 0

CR: compliance rate with ISO standards; N: number of measurements; RO: Reverse Osmosis; p.p.: percentage point; n.a.: non-applicable (due to one single data or

variable measured as a threshold i.e. data reported as “<0.1”); SD: standard deviation

* Control: N = 29

® SEN standards were assumed due to lack of ISO standards.

¢ Rejection rate: ((Conductivity Meter- Conductivity Slave)/ Conductivity Meter)-100

4 Control: N = 24; Case: N = 7
¢ Control: N = 2; Case: N =2
1S0-13959

https://doi.org/10.1371/journal.pone.0247450.t002

PLOS ONE | https://doi.org/10.1371/journal.pone.0247450 February 25, 2021

5/14


https://doi.org/10.1371/journal.pone.0247450.t002
https://doi.org/10.1371/journal.pone.0247450

PLOS ONE

HTA of a new water technology in dialysis units

according to the economic evaluation guidelines [18], a cost-minimization analysis (CMA)
was conducted. The CMA was summarized as the incremental cost, defined as the difference
between the annual aggregated cost of the two competing alternatives (2) [18].

CMA = CNWT - CCWT (2)

CMA: Cost-Minimization Analysis; Cxwr: Annual aggregated cost of the NWT; Cowr:
Annual aggregated cost of the CWT

Prospectively collected resource use that was not available for a whole year, and the subset
that was not monthly collected (based on information retrieved from the HCB/FMC), were
annually extrapolated assuming linearity. Besides, the working time of the DU employees was
based on the opportunity cost, which assumed that the working time freed due to the NWT
improvements may be spent in any other efficient task at DU, i.e. a 100% productivity of the
DU employees was assumed. Therefore, even though the figures from human resources did
not have a monetary impact to the hospital budget, they were accounted in economic terms
and included in the total cost of each alternative. This analysis took a hospital perspective con-
sidering only direct costs incurred by HCB. Costs were not discounted due to the short time
frame of the analysis (1-year).

To assess robustness and transferability of the CMA results according to different guide-
lines’ requirements, health systems and economic contexts, extensive deterministic and sce-
narios sensitivity analyses were performed.

A two-way sensitivity analysis on material resource use was performed. There was no con-
sumption of supplementary task time related to the CWT and no filter replacements on the
NWT. Given that these two figures were unlikely to occur, and therefore, an annual extrapola-
tion would have been biased, the same level of consumption of these parameters for both tech-
nologies was assumed.

Scenario 1 simulated a twofold improvement in the efficiency of water consumption. On
the one hand, a water leak occurred during the NWT period, which was adjusted to the
monthly average consumption. On the other hand, the water consumption of the NWT was
extrapolated using only the period after an improvement in the water setting on the NWT
(December-2019 to February-2020).

Scenario 2a and 2b were built to offer different economic contexts where material and
human resource unit cost may vary (scenario 2a-2b lower and higher unit costs were assumed
respectively).

Scenarios 3a to 3e simulated five scenarios that simultaneously varied the technology cost,
its maintenance cost and its lifecycle, proposing a conservative, an intermediate and three
favourable scenarios for the NWT.

Since most of the DUs world-wide are composed by either a single DU or several DUs in
the same physical location, different from this study, scenario 4 assumed that either DUs
attached to the healthcare centre were in the same location or the healthcare centre had a single
DU. Therefore, no TO travel time for both CWT and NWT was assumed.

To simulate the compliance of international recommendations on continuous monitoring
[6], scenario 5 was built where three measures per day instead of one needed to be performed.
Finally, scenario 6 relaxed the assumption on the full-productivity of the DU employees

reducing their productivity from 100% to 70%.

Organizational assessment

Data was gathered from the database on resource use and technical variables (TO attendance,
network fails on sending water quality data, etc.), from an online survey on employees’
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satisfaction, workflow and workload. Respondents’ inclusion criterion was those people
involved in the water quality control at the DU (i.e. the head, the quality coordinator, the nurs-
ery coordinator and the TOs). Respondents were contacted by email on May 2019, and to
avoid bias according to the learning process of the NWT use, the same survey was answered
online by the respondents on October 2019 and on January 2020, after the NWT installation.
The study was conducted in a single DU and therefore the sample size was rather low (N = 5).
Nonetheless, no other people were involved in the water quality monitoring at this DU. The
survey contained a written informed consent and 11 questions comparing the NWT to the
CWT in terms of time management, reliability of data collected and assessment of positive and
negative aspects. Three questions formats were used: Likert scale, ranking and open questions.
The survey is available in S1 Survey.

A descriptive analysis on the technical variables comparing both technologies was per-
formed. Then, a descriptive analysis of the two survey answers was also conducted. Consis-
tency and major differences between the two surveys were analysed.

Results
Effectiveness and economic evaluation

Although statistical significant differences on the water quality parameters between the NWT
and the CWT were found, they were not considered technically relevant for the water quality
since parameters for both technologies complied with the international guideline standards [6]
(NWT: 100% vs. CWT: 100%). Table 2 shows the statistics of water quality parameters and the
compliance rates for each technology.

CMA results showed that the NWT was associated to overall lower cost compared to the
CWT (-3,599 EUR/year). These savings were mainly caused by a significant decrease in the
human (-7,101 EUR/year) and the material resource use (-2,892 EUR/year mainly in salt and
water consumption, and filter replacements). As expected, these savings were offset with the
incremental cost of the NWT equipment/maintenance compared to those of the CWT (6,394
EUR/year). Table 3 shows the monthly average and annual aggregated resource use, and
Table 4 shows monthly average and annual aggregated cost.

The two-way sensitivity analysis and all scenarios except Scenario 3a and 4, showed savings
ranging up to -21,218 EUR/year, where three measures per day instead of one needed to be
performed, therefore presenting the NWT as an efficient technology compared to the CWT. In
Scenario 3a, where conservative technology cost, its maintenance cost and its lifecycle for the
NWT were considered the NWT did not yield savings, showing a low incremental cost (487
EUR/year). In Scenario 4, when either satellite DUs were in the same location or the healthcare
centre had a single DU, the NWT did not longer yield savings showing an incremental cost of
1,918 EUR/year. Table 5 shows the results of the deterministic sensitivity analysis.

Organizational assessment

Improvements in terms of the DU employees’ workflow and TO workload were observed. Net-
work fails reported did not affect the data collection, but they affected the real-time data trans-
mission and access. No Information Technology (IT) errors occurred during the study.
Additionally, warnings related to the salt amount control were already expected since they
were aimed at optimizing salt consumption. No alarms were reported. The NWT allows for 6
daily measurements, which offers more data reliability along with the automation and digitali-
zation of water quality parameters reports. This led to guaranteeing daily availability of water
quality information (missed information: 20 days/year for CWT vs. 0 days/year for NWT) and
a significant reduction of TOs’ attendance to the DU. Particularly, the main TO has reduced
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Table 3. Monthly average and annual aggregated resource use.

Monthly average Annual aggregated
Variables (unit) CWT (SD) NWT (SD) Incremental CWT NWT Incremental Unit Cost f (min-max)
(NWT-CWT) (NWT-CWT) (EUR)
Human Resources (hours)
TO daily total time 39 (n.a.) 8 (1.5) -31 486 92 -394 -

O travel time 28 (n.a.) 2(0.3) -26 338 28 -310 -

TO routine time” 6 (n.a.) 3(0.7) -3 68 35 -33 -

TO data management time 7 (n.a.) 2(0.1) -5 79 26 -53 -

TO supplementary task time* 0 (n.a) 17 (45) 17 0° 3b 3 -
Monthly meeting time® 30 (n.a.) 20 (0) -10 6 4 -2 -
Water plant disinfection time® n.a. n.a. n.a. 8 0 -8 -
Water plant calibration time n.a. n.a. n.a. 0 1 1 -
Revalidation time n.a. n.a. n.a. 7 7 0 -
Material
Culture 1(0) 1(0) 0 12 12 0 83
Salt (kg.) 775 (n.a.) 368 (49) -407 9300 4414 -4886 0.27
Supp. task material® n.a. n.a. n.a. 1° o° -1 nadt
Water consumption (litres) 426960 397714 -29245 5123516 | 4772571 -350945 0.0013-0.0016

(62935) (43346)
Water consumption (litres/ 459 (64) 353 (4) -106 n.a n.a n.a 0.0013-0.0016
treatment)
Electricity consumption (KwH) 3014(334) 3292 (425) 278 36163 39500 3337 0.0918-0.0921
Reagent (ml) 18 (n.a.) 0(0) -18 226 0 -226 0.71-2.31
Filter replacement n.a. n.a. n.a. 24 4 -20 24.4-29.5
Water plant disinfection (litres)* n.a. n.a. n.a. 30 0 -30 5
Water plant calibration (kit) n.a. n.a. n.a. 0 1 1 25-35
Technology
CWT equipment n.a. n.a. n.a. 1 0 n.a. 66500
Maintenance CWT (fee) n.a. n.a. n.a. 1 0 n.a. 7382
NWT equipment n.a. n.a. n.a. 0 1 n.a. 111150
Maintenance NWT (fee) n.a. n.a. n.a. 0 1 n.a. 9311

CWT: Conventional Water Technology; NWT: New Water Technology; TO: technical operator; n.a.: non-applicable; SD: standard deviation; -: non-available

* Monthly average has been measured as minutes/month.

® There is supplementary task time but no material since the corrective action did not require any material for it to be performed.

¢ There is supplementary task material but no time since the corrective action was detected and fixed during the daily routine time

4 A wide range of materials are used in the supplementary tasks. The list is available upon request to authors.

¢ All disinfections performed have been preventive.

f Unit costs of human resources are available upon request to authors.

https://doi.org/10.1371/journal.pone.0247450.t003

the average visits by 80% (NWT: 4 days/month 4 vs. CWT:19 days/month). Furthermore, the
Saturday TO was no longer needed. Tables 6 and 7 show the demographic characteristics of
the respondents and the results of the TO workload and technical variables, respectively.
Misunderstandings of the data reported by the NWT were found in the first survey. There-
fore, training was provided and, on the second survey no issues in understanding were
reported anymore. Results of the second survey are reported in S1 Fig. shows the Likert scale

questions’ compl

ete results.

All respondents were globally more satistied with the NWT compared to the CWT. Likert
scale questions showed that remote and continuous monitoring, reliability of data and process
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Table 4. Monthly average and annual aggregated cost.

Monthly average (EUR) Annual aggregated (EUR)
CWT (SD) NWT (SD) Incremental (NWT-CWT) CWT NWT Incremental (NWT-CWT)
Human Resources
TO daily total time 691 (n.a.) 114 (40) 577 8297 1371 6926
TO travel time 493 (n.a.) 34 (8) -460 5918 402 -5516
TO routine time 100 (n.a.) 44 (18) -56 1198 526 -672
TO data management time 99 (n.a.) 32(9) -67 1182 384 -798
TO supplementary task time 0 (n.a.) 5(13)* 5 o° 59% 59
Monthly meeting time 43 (n.a.) 28 (0) -15 521 347 -174
Water plant disinfection time* 41 (0) 0 (0) -41 493 0 -493
Water plant calibration time® 0(0) 1.6 (0) 1.6 0 19 19
Revalidation time 11 (n.a.) 11 (n.a.) 0 134 134 0
Total 735 143 -592 8819 1718 -7101
Material
Culture 83 (0) 83 (0) 0 996 996 0
Salt 209 (n.a.) 99 (13) -110 2511 1192 -1319
Supp. task material 0,5 (n.a.) 0(0) -0,5 5P 0* -5
Water consumption 655 (120) 593 (91) -62 7858 7114 -744
EUR/treatment 0,71 (0,12) 0,49 (0) -0,22 n.a. n.a. n.a.
Electricity consumption 277 (256) 302 (294) 25 3330 3625 295
Reagent 32 (n.a.) 0(0) -32 382 0 -382
Filter replacement 54 n.a.) 0 (0) -54 647 0 -647
Water disinfection 13 (n.a.) 0 (n.a.) -13 150 0 -150
Water calibration 0 (n.a.) 5 (n.a.) 5 0 60 60
Total 1324 1082 -241 15879 12987 -2892
Technology
EquipmentCl 554 926 372 6650 11115 4465
Maintenance 615 776 161 7382 9311 1929
Total 1169 1702 533 14032 20426 6394
Total incremental cost 3228 2928 -300 38730 35131 -3599

CWT: Conventional Water Technology; NWT: New Water Technology; TO: technical operator; n.a.: non-applicable; SD: standard deviation

*There is supplementary task time but no material since the corrective action did not require any material for it to be performed.

PThere is supplementary task material but no time since the corrective action was detected and fixed during the daily routine time

¢ Based on the hospital perspective the cost of this resource use has not been included in total cost.
9The annual NWT and CWT cost were calculated based on a 10-year lifecycle.

https://doi.org/10.1371/journal.pone.0247450.t004

regarding audits for quality control were better valued for NWT than for CWT. With the
NWT, daily workload was significantly improved for the two TOs and remained the same for
the rest of the employees; while monthly meeting dynamism remained the same for two-third
of the respondents. Respondents answered as first and second most important benefits of the
NWT the data reliability and higher control due to higher frequency of monitoring. Regarding
the most pressing issues of the NWT potential network failures/no data reception and poten-
tial IT errors related to the NWT (e.g. false alarms, broken hardware) were ranked in the first
and second place.

Answers from open questions pointed out that the NWT offered the opportunity to easily
collect both certain water quality parameters (temperature, salt reduction, membrane yield)
and the traceability of the preventive/corrective actions, which the CWT did not offer. Survey
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Table 5. CMA and deterministic sensitivity analysis results.

Type of sensitivity Parameters: Base case value Parameters: New value Incremental cost
analysis (EUR)
Base Case - 3598
Bivariant analysis Supplementary task time under CWT = 0 minutes Supplementary task time under CWT = 206 minutes -3550
Filter replacement under NWT = 0 filter Filter replacement under NWT = 1 filter replacement
replacement
Scenarios
Scenario 1 Water consumption: 4772571 litres Water consumption: 4122000 litres -5003
Scenario 2a Material and human resource unit cost under base Lower material and human resource unit cost (EUR, -1467
case -20%)
Scenario 2b Higher material and human resource unit cost (EUR, -5398
+20%)
Scenario 3a Equipment: 111150 EUR Equipment: 133380 EUR 487
Maintenance: 9311 EUR Maintenance: 11173 EUR
Life cycle: 10 years Life cycle: 10 years
Scenario 3b Equipment: 133380 EUR -2591
Maintenance: 11173 EUR
Life cycle: 13 years
Scenario 3¢ Equipment: 111150 EUR -6163
Maintenance: 9311 EUR
Life cycle: 13 years
Scenario 3d Equipment: 88920 EUR -7684
Maintenance: 7449 EUR
Life cycle: 10 years
Scenario 3e Equipment: 88920 EUR -9736
Maintenance: 7449 EUR
Life cycle: 13 years
Scenario 4 Travel time under CWT: 338 hours CWT Travel time: 0 hours 1918
Travel time under NWT: 28 hours NWT Travel time: 0 hours
Scenario 5 Resource use of CWT under base case Three times the resource use of CWT under base case -21218
Scenario 6 TO daily total time savings: 7000 EUR TO daily total time savings: 5000 EUR -1468

CWT: Conventional Water Technology; NWT: New Water Technology; TO: Technical Operator

https://doi.org/10.1371/journal.pone.0247450.t005

results showed improvements depending on the employees’ position (survey results available

upon request to authors).

Discussion

The NWT compared to the CWT provides with automation, digitalization and remote water
quality monitoring for the first time worldwide in the clinical practice, performing an HTA.

Table 6. Demographic characteristics of respondents.

Variable Mean / percentage (SD/ frequency)
Age (years) 46 (10)
Sex (female) 40 (2)
Position at the Dialysis Unit
Head 20 (1)
Quality Control Coordinator 20 (1)
Nursery Coordinator 20 (1)
Technical Operator 40 (2)

SD: Standard deviation

https://doi.org/10.1371/journal.pone.0247450.1006
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Table 7. Organizational assessment results: TO workload and technical variables.

Variable Monthly average (SD) Annual Aggregated
CWT NWT Difference (NWT-CWT) CWT NWT Difference (NWT-CWT)
Workload
Main TO attendance to DU 19 (5) 4(1) -16 233 57 -176
Saturday TO attendance to DU 4(1) 0(0) -4 45 0 -45
Holidays TO attendance to DU* n.a. n.a. n.a. 18 5 -13
Technical
Missing data days 1.6 (1.2) 0(0) -1.6 20 0 -20
Network fails n.a. 1(2) n.a. n.a. 9 n.a.
Warnings n.a. 5(0.5) n.a. n.a. 55 n.a.
Alarms n.a. 0(0) n.a. n.a. 0 n.a.

TO: technical operator; DU: Dialysis Unit; n.a.: non-applicable; SD: standard deviation

Network fails: unfeasibility to send the water quality data by the NWT due to an error of the communication network (internet).

Warning: message alerting a parameter is close to the limits of its standard.

Alarm: message alerting a parameter is out of the limits of its standard.

* Since the holidays TO attendances was not regular, monthly averages were not computed

https://doi.org/10.1371/journal.pone.0247450.t007

The HTA performed contains the three main pillars to health funding decision-making: evi-
dence-based effectiveness, economic and organizational assessments, accordingly to the Euro-
pean Renal Best Practice Guidelines [19], to provide with value-based health care [13].
Accordingly, this study has shown that the NWT compared to the CWT is equally effective
(water quality), cost-saving from the hospital perspective, and shows improvements in organi-
zational aspects in terms of the data accuracy and reliability and, DU employees’ workflow,
workload and satisfaction.

CMA results were robust to the linearity and full-productivity assumptions; however they
were sensitive to the NWT’s equipment/maintenance cost and its lifecycle, having or not satel-
lite DUs, and stricter quality control standards framework Neither the saving of the base case
nor the incremental cost of an increase of the NWT equipment/maintenance cost, represent a
significant impact on the hospital DU’s budget. However, either the decrease of the NWT
equipment/maintenance cost or a stricter quality control standards framework, would yield
significant savings for the hospital DU’s budget.

The continuous monitoring would also decrease the risk assessment related to undetected
water contaminants. This fact is especially relevant for heavy equipment such as the water
plant, which is not easy to be replaced, because it may lead to severe consequences, such as
dialysis treatment delays. This saving would be relevant for a hospital DU’s budget, and would
still comply with the higher standard requirements.

This study is not free of limitations. The first is related to the difference in the number of
observations between the control and case period, and the consequently linearity assumption
of resource use variables. On the one hand, the low variability of retrospective data on quality
water parameters allowed us to use 7 months of prospective data for the NWT as a representa-
tive annual sample. On the other hand, due to both the expected low monthly variability and
the lack of a seasonality pattern of most of resource use variables, the linearity assumption was
fair to compute annual figures. However, this assumption may not apply for two variables, the
time spent on the supplementary tasks of the CWT and the filter replacement of the NWT. To
test the robustness of the CMA, a two-way sensitivity analysis varying both resource use was
conducted. The results showed that none variable had a significant impact on the results.
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Another weakness may be the unlikeliness that 100% productivity of the DU employees is met.
To test this assumption, a sensitivity analysis varying the productivity to 70% was assumed,
showing that the NWT still yielded savings. Other limitations are related to the sample size of
the satisfaction and organisation impact survey.

The automation, digitalization and remote monitoring of the NWT may provide potential
benefits. Since HCB is a reference healthcare centre in the management of dialysis process
using diasafe, potential patient outcomes may be observed in other healthcare centres, espe-
cially when considering interruption of treatment. Furthermore, TOs at HCB are trained by
FMC providing with a better understanding and management of the CWT than in centres
where TOs do not receive this training. Therefore, the advantages of the NWT may be larger
in the latter centres. From the economic perspective, the NWT benefits may provide econo-
mies of scale for healthcare centres with several satellite DUs, and significantly increase savings
when complying the international recommendations. Further research is encouraged in other
clinical practice contexts to bring light on these assumptions.

To conclude, the NWT guaranteed the standards compliance [6, 17] of the water quality
monitoring and, compared to the CWT, yielded savings from the hospital perspective. Fur-
thermore, the NWT compared to the CWT offered more data accuracy and reliability, and
optimized the DU employees’ workflow and TO’s workload. Therefore, the NWT is an effi-
cient equipment compared to the CWT as water quality monitoring technology at DU. These
results were robust to the assumption considered and scalable to other economic contexts.
Nonetheless, they should be taken with caution either when the NWT equipment/maintenance
cost are largely increased, or no travel time is needed to attend the DU. While the compliance
of international recommendations on continuous monitoring was performed with the CWT,
the online monitoring of the NWT would allow to largely increase its efficiency, and conse-
quently the above cautions may be relaxed.

Supporting information

S1 Table. Devices comparison between CWT and NWT. CWT: Conventional Water Tech-
nology; NWT: New Water Technology.
(DOCX)

S2 Table. List of collected variables. HCB: Hospital Clinic de Barcelona; FMC: Fresenius
Medical Care; TO: Technical Operator; DU: dialysis unit; RO: Reverse Osmosis; n.a.: non-
applicable.

(DOCX)

S1 Survey.
(DOCX)

S1 Fig. Likert scale questions’ results.
(DOCX)

Acknowledgments

The authors would like to thank the contribution of Olga Raventds and Xavier Aliaga (HCB)
for providing part of HCB administrative data. The authors would also like to thank David
Valero, Ander Vidaur, and Jordi Villa (FMC) for collecting, managing and providing data
from the CWT, NWT and FMC. Finally, the authors wish to express their sincere thanks to
Ellen Busnik, Rui Lucena, Marco Graefe, Christian Apel for their rewarding discussions.

PLOS ONE | https://doi.org/10.1371/journal.pone.0247450 February 25, 2021 12/14


http://www.plosone.org/article/fetchSingleRepresentation.action?uri=info:doi/10.1371/journal.pone.0247450.s001
http://www.plosone.org/article/fetchSingleRepresentation.action?uri=info:doi/10.1371/journal.pone.0247450.s002
http://www.plosone.org/article/fetchSingleRepresentation.action?uri=info:doi/10.1371/journal.pone.0247450.s003
http://www.plosone.org/article/fetchSingleRepresentation.action?uri=info:doi/10.1371/journal.pone.0247450.s004
https://doi.org/10.1371/journal.pone.0247450

PLOS ONE

HTA of a new water technology in dialysis units

Author Contributions

Conceptualization: Borja Garcia-Lorenzo, Carla Fernandez-Barcelo, Francisco Maduell,
Laura Sampietro-Colom.

Data curation: Borja Garcia-Lorenzo, Carla Fernandez-Barceld.

Formal analysis: Borja Garcia-Lorenzo, Carla Fernandez-Barcel6.

Funding acquisition: Francisco Maduell, Laura Sampietro-Colom.

Investigation: Borja Garcia-Lorenzo, Carla Fernandez-Barcel.

Methodology: Borja Garcia-Lorenzo, Carla Fernandez-Barceld, Laura Sampietro-Colom.
Project administration: Laura Sampietro-Colom.

Supervision: Borja Garcia-Lorenzo, Francisco Maduell, Laura Sampietro-Colom.

Validation: Borja Garcia-Lorenzo, Carla Fernandez-Barceld, Francisco Maduell, Laura Sam-
pietro-Colom.

Writing - original draft: Borja Garcia-Lorenzo, Carla Fernandez-Barcelo.

Writing - review & editing: Borja Garcia-Lorenzo, Carla Fernandez-Barceld, Francisco
Maduell, Laura Sampietro-Colom.

References

1. Kramer A, Pippias M, Noordzij M, Stel VS, Afentakis N, Ambiihl PM, et al. The European Renal Associa-
tion—European Dialysis and Transplant Association (ERA-EDTA) Registry Annual Report 2015: a sum-
mary. Clin Kidney J 2018; 11:108-22. https://doi.org/10.1093/ckj/sfx149 PMID: 29423210

2. Elshahat S, Cockwell P, Maxwell AP, Griffin M, O’Brien T, O’Neill C. The impact of chronic kidney dis-
ease on developed countries from a health economics perspective: A systematic scoping review. PLoS
One 2020; 15:1-19. https://doi.org/10.1371/journal.pone.0230512 PMID: 32208435

3. vanderTol A, Stel VS, Jager KJ, Lameire N, Morton RL, Van Biesen W, et al. A call for harmonization of
European kidney care: dialysis reimbursement and distribution of kidney replacement therapies.
Nephrol Dial Transplant 2020. https://doi.org/10.1093/ndt/gfaa035 PMID: 32227227

4. Robinson B, Zhang J, Morgenstern H, Bradbury BD, Ng LJ, Mccullough K, et al. World-wide, mortality is
a high risk soon after initiation of hemodialysis. Kidney Int 2014; 85:158-65. https://doi.org/10.1038/ki.
2013.252 World-wide. PMID: 23802192

5. AgarJWM, Barraclough KA. Water use in dialysis: environmental considerations. Nat Rev Nephrol
2020. https://doi.org/10.1038/s41581-020-0296-3 PMID: 32409781

6. International Standard Organization. ISO 23500: Preparation and quality management of fluids for hae-
modialysis and related therapies 2019. Available from:https://www.iso.org/obp/ui/#iso:std:is0:23500:-1:
ed-1:vi:en.

7. Ledebo |, Nystrand R. Defining the microbiological quality of dialysis fluid. Artif Organs 1999; 23:37—43.
https://doi.org/10.1046/j.1525-1594.1999.06275.x PMID: 9950177

8. CanauB, Bosc JY, Leray H, Stec F. Microbiological purity of dialysate for on-line substitution fluid prep-
aration. Nephrol Dial Transplant 2000; 15 Suppl 2:21-30. https://doi.org/10.1093/ndt/15.suppl_1.21
PMID: 11051034

9. Ledebo I. Ultrapure dialysis fluid—how pure is it and do we need it? Nephrol Dial Transplant 2006;
22:20-3. https://doi.org/10.1093/ndt/gfl574 PMID: 17035373

10. Masakane I. Review: Clinical usefulness of ultrapure dialysate—recent evidence and perspectives.
Ther Apher Dial 2006; 10:348-54. https://doi.org/10.1111/j.1744-9987.2006.00388.x PMID: 16911188

11. Federacion Espariola de Empresas de Tecnologias Sanitarias. Impacto de las tecnologias sanitarias
aplicadas a los tratamientos de didlisis en el SNS 2018. Available from:https://www.fenin.es/
documents/document/374.

12. Boccato C, Evans DW, Lucena R, Vienken J. Water and Dialysis Fluids: A Quality Management Guide.
1sted. The Netherlands: Pabst Science Publishers; 2015.

PLOS ONE | https://doi.org/10.1371/journal.pone.0247450 February 25, 2021 13/14


https://doi.org/10.1093/ckj/sfx149
http://www.ncbi.nlm.nih.gov/pubmed/29423210
https://doi.org/10.1371/journal.pone.0230512
http://www.ncbi.nlm.nih.gov/pubmed/32208435
https://doi.org/10.1093/ndt/gfaa035
http://www.ncbi.nlm.nih.gov/pubmed/32227227
https://doi.org/10.1038/ki.2013.252
https://doi.org/10.1038/ki.2013.252
http://www.ncbi.nlm.nih.gov/pubmed/23802192
https://doi.org/10.1038/s41581-020-0296-3
http://www.ncbi.nlm.nih.gov/pubmed/32409781
https://www.iso.org/obp/ui/#iso:std:iso:23500:-1:ed-1:v1:en
https://www.iso.org/obp/ui/#iso:std:iso:23500:-1:ed-1:v1:en
https://doi.org/10.1046/j.1525-1594.1999.06275.x
http://www.ncbi.nlm.nih.gov/pubmed/9950177
https://doi.org/10.1093/ndt/15.suppl%5F1.21
http://www.ncbi.nlm.nih.gov/pubmed/11051034
https://doi.org/10.1093/ndt/gfl574
http://www.ncbi.nlm.nih.gov/pubmed/17035373
https://doi.org/10.1111/j.1744-9987.2006.00388.x
http://www.ncbi.nlm.nih.gov/pubmed/16911188
https://www.fenin.es/documents/document/374
https://www.fenin.es/documents/document/374
https://doi.org/10.1371/journal.pone.0247450

PLOS ONE

HTA of a new water technology in dialysis units

13.

14.

15.

16.

17.

18.

19.

Palmer AJ. Health economics—What the nephrologists should know. Nephrol Dial Transplant 2005;
20:1038—-41. https://doi.org/10.1093/ndt/gfh824 PMID: 15840678

Canaud B. On-line haemodiafiltration: state of the art. Nephrol Dial Transplant 1998; 13:3—11. https://
doi.org/10.1093/ndt/13.suppl_5.3 PMID: 9623523

Pizzarelli F, Cerrai T, Dattolo P, Tetta C, Maggiore Q. Convective treatments with on-line production of
replacement fluid: A clinical experience lasting 6 years. Nephrol Dial Transplant 1998; 13:363-9.
https://doi.org/10.1093/oxfordjournals.ndt.a027831 PMID: 9509447

Weber C, Groetsch W, Schlotter S, Mitteregger R, Falkenhagen D. Novel online infusate-assisted dialy-
sis system performs microbiologically safely. Artif Organs 2000; 24:323-8. https://doi.org/10.1046/j.
1525-1594.2000.06494.x PMID: 10848672

European Renal Association—European Dialysis and Transplant Association. Commentary on Guide-
line IV. 1 IV. 1 Water treatment system. Nephrol Dial Transpl 2002; 17:45-6.

Drummond M, O’Brien B, Stoddart G, Torrance G. Methods for the economic evaluation of health care
programmes. 4th ed. Oxford: Oxford University Press; 2015.

Haller MC, Vanholder R, Oberbauer R, Zoccali C, Biesen W Van. Health economics and European
Renal Best Practice—Is it time to bring health economics into evidence-based guideline production in
Europe? Nephrol Dial Transplant 2014; 29:1994-7. https://doi.org/10.1093/ndt/gft369 PMID: 24009293

PLOS ONE | https://doi.org/10.1371/journal.pone.0247450 February 25, 2021 14/14


https://doi.org/10.1093/ndt/gfh824
http://www.ncbi.nlm.nih.gov/pubmed/15840678
https://doi.org/10.1093/ndt/13.suppl%5F5.3
https://doi.org/10.1093/ndt/13.suppl%5F5.3
http://www.ncbi.nlm.nih.gov/pubmed/9623523
https://doi.org/10.1093/oxfordjournals.ndt.a027831
http://www.ncbi.nlm.nih.gov/pubmed/9509447
https://doi.org/10.1046/j.1525-1594.2000.06494.x
https://doi.org/10.1046/j.1525-1594.2000.06494.x
http://www.ncbi.nlm.nih.gov/pubmed/10848672
https://doi.org/10.1093/ndt/gft369
http://www.ncbi.nlm.nih.gov/pubmed/24009293
https://doi.org/10.1371/journal.pone.0247450

