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ABSTRACT. The assessment of the quality of medical care in many countries includes the asses-
sment of patient-reported outcome measures (PROMs). The article defines and differentiates the
concept, provides classification of PROM-questionnaires and guidelines for use in routine clinical
practice and for research purposes. Measuring patient-reported outcomes bears a number of advan-
tages for patients and the healthcare system. Routine use of PROMs is an important element of per-
sonalized therapy, improves patients’ adherence and satisfaction. The implementation of PROMs
at the national level is a base of the examination of the quality of medical care and monitors the
effectiveness of clinical teams. PROMs data can be used as a base of budget allocation, planning
funding programs, for the study of how spending levels relate to the health outcomes of patients by
exact region and healthcare provider. The choice of PROMs should be focused on relevant disease;
be the latest version of a validated questionary; be convenient for the patient. The main problems
of PROMs implementation include: lack of understanding of the role of PROMs in improving the
quality of medical care and as one of the mechanisms for improving the efficiency of the healthcare
system; lack of questionnaires with validated translation; lack of working mechanisms for linking
PROMs results to medical care payments; low awareness of clinicians and patients; lack of time at
routine clinical processes to PROMs implementation; lack of online services and platforms.

KEYWORDS: value-based healthcare, patient-oriented approach, patient adherence, quality
of life, shared decision making, patient-reported outcomes, personalized medicine
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PE3IOME. Ouenka kadyecTBa MEIUIIMHCKON MOMOIIY BO MHOTHX CTPaHaX BKJIIOYAET OLEHKY Ia-
[UEHTCKUX ToKa3arenel ucxona — PROMs (patient-reported outcome measures). B ctaTbe gaercs
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omnpeneneuue u nuddepernuanus noustuss PROMs, knaccudukaius onpoCHUKOB, PEKOMEH 1Al U
10 MMPUMCHEHUIO B PYTUHHON KJIMHUYECKON MPAKTUKE U B UCCIEAOBATEIbCKUX Meisix. OmeHka ma-
LHUEHTCKUX UCXOJI0B UMEET PsiJ NPEUMYLIECTB KaK JJs NalUEHTOB, TaK U JJs CUCTEMbI 3[PaBOOX-
panenus. Pytunnoe ucnonp3zoBanue PROMS siBisieTcst BaXKHBIM 3JIEMEHTOM MEPCOHATU3UPOBAHHON
Tepanuu, yIydaeT NPUBEP>KEHHOCTD MAIIUEHTOB U UX yIOBIETBOPECHHOCTH MPOBOJUMBIM JICUCHHU-
eM. Baenpenne PROMs Ha HaIlMOHAJIBHOM yPOBHE MO3BOJISET UCIIOTL30BATh OIICHKY JIJISI SKCTIEPTH-
3Bl Ka4eCTBA MEIUIIMHCKOHN ITOMOIIH, OTCIIEKUBATH 3(PPEKTUBHOCTH KIMHUYECKUX Opuran. Jlanabe
PROMSs MOHO HCIONB30BaTh MPU pacCIpeeICHHH OI0KeTa, MPU TJIaHUPOBAHUU TIporpaMm (u-
HAaHCUPOBAHMUS, IS U3YUCHHS TOr0, KAK YPOBHU PACXOJIOB COOTHOCATCS C pe3yJIbTaTaMH 3I0POBbS
MAIUEHTOB B KaXXJIOM PETHOHE M MeAUIIMHCKON opranu3anuu. [Ipu Beioope PROMs cienyet oOpa-
aTh BHUMaHHE Ha CIEYIOoIIee: ONPOCHUK JO0KEH OBITh pEJIeBAHTHBIM HO30JIOTHH; HEOOXOIUMO
HCIIOJb30BaTh TOJBKO BaJUAU3UPOBAHHBIE OINPOCHUKU MOCICAHUX BEPCHUH; OTAABAThH MPEAIOUTE-
HUe HanboJiee MPOCTHIM M YJAOOHBIM JUUISI MMAIMEHTA; UCIIOIb30BaTh TOJBKO TOT/A, KOIJIa 3TO JIe-
CTBUTENHHO HeoOXxoanMo. K ocHOBHBIM npobiieMaM BHepeHrsi PROMs MOKHO OTHECTH Takue, Kak
oTcyTcTBHE NOHUMAaHUs posii PROMs B ynyulieHur KauecTBa MEAULUHCKOM TOMOILM U KaK OHOI O
M3 MEXaHH3MOB MOBBINICHUS 3PPEKTUBHOCTH CUCTEMBI 3JIpaBOOXPAHEHUH; HEJIOCTATOK OMPOCHHU-
KOB, UMCIOIIMX BaJIUIM3UPOBAHHBIN [IEPEBOJI; OTCYTCTBUE PEaJIbHO PA0OTAIOIINX MEXaHU3MOB IIPHU-
BSI3KH pe3yinbTaToB PROMS Kk omiiaTe METUITMHCKON MOMOIIH; HU3KAasi OCBEIOMJICHHOCTh Bpaueh u
MalUEHTOB; OTCYTCTBUE BpeMEHU Yy Bpaya i BHeApeHus: PROMs; HegocTaToK OHIAaliH-CEpBUCOB
1 IaThopM.

KJHOYEBBIE CJIOBA: 1leHHOCTHO-OPUEHTUPOBAHHOE 3PaBOOXPAHEHUE, MALUEHTOOPUEHTH-
POBAHHOCTB, MPUBEPKEHHOCTh MAllMEHTa, Ka4YeCTBO *U3HU, COBMECTHOE MPUHATHE PELICHUS O

JICYCHUH, UCXOBbI, coo6maeMme nagueHTaMu, NepCoHaJIN3upOBaHHad MCAUIIMHA

INTRODUCTION

AIM

Quality of medical care is a multifaceted
concept that includes a set of characteristics
reflecting “the timeliness of medical care, the
correct choice of treatment methods, the de-
gree of achievement of the planned result”.
The definition of the quality of medical care is
revised, clarified and supplemented over time
[1]. At the same time, doctors and patients can
evaluate the quality of medical care in different
ways, including its impact on the quality of life
of patients [2].

Assessment of the quality of medical care
abroad includes, along with other indicators,
assessment of the patient’s perspective — as-
sessment of “patient outcome indicators” or
“patient-reported outcomes” [3]. In many coun-
tries, the measurement of “patient-reported out-
comes” for a number of nosologies is manda-
tory [3]. There are few studies devoted to the
use of patient-reported outcome measures in
the domestic literature. A number of publica-
tions review the most common indicators for a
specific profile (the oncology) [4], or condition
(e.g., in patients with stoma) [5]. Another study
describes the role of patient-reported outcome
measures as an element of real-world evidence
(RWE) implementation [2].

To describe the existing practice of using pa-
tient-reported outcome measures (PROMs) and
the possibilities of their implementation in Rus-
sian practice.

MATERIALS AND METHODS

The Russian and foreign literature devoted
to the issues of organizing the implementation
of patient-reported outcome measures was ana-
lyzed. The review did not include publications
devoted to direct measurement of PROMs in
various diseases and conditions. The main pa-
rameters and provisions were formulated based
on the synthesis of information.

Definition and differentiation of concepts

Patient-reported outcome (PRO) is “an out-
come of a health condition directly reported and
experienced by the patient” [3]. Patient-reported
outcome measures (PROMs) are a patient’s subjec-
tive assessment of his or her condition, formalized
using standardized questionnaires [6], which allows
physicians to reasonably adjust therapy based on
the patient’s feelings. PROMs questionnaires allow
physicians to assess the impact of the disease and
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treatment on the patient’s quality of life and psycho-
logical state. PROM s are used in studies comparing
different treatment methods and help to choose the
treatment method that best meets the individual
needs of a particular patient, taking into account his
or her perception of quality of life. Various scales
can be used to measure PROMs: Likert, ordinal
(rank), Crespi, Stapel, semantic differential.

PROMs should not be confused with indica-
tors such as:

* PCOMs (patient-centered outcomes) — the
use of a questionnaire covering issues and
problems specific to a particular patient
(questionnaire of attitude to a certain type
of therapy);

* PREMs (patient-reported experience mea-
sures) — patient’s experience of the treat-
ment process and his/her stay in the medi-
cal organization, satisfaction with the qua-
lity of service provision.

Professional validated questionnaires are used
to assess PROMs. PROMs are used in clinical
trials to better understand the efficiency of treat-
ment, but in routine clinical practice in Russia
such questionnaires are not yet widespread.

History

The need to assess the quality of life in cli-
nical practice was first established at the national
level in Sweden in 1975. The idea of assessing
the results of treatment by interviewing patients
was first proposed by a group of specialists from
Oxford, who used this concept to assess the suc-
cess of surgery [7]. Since then, interest in this
topic has steadily increased.

Currently, PROMs questionnaires are widely
used in clinical practice in many countries. For
example, in Great Britain, since 2009, the results
of PROMs have been used universally when
making global decisions in the country’s health-
care [8], standards for outcome assessment have
been published [9], and the results of PROMs
for a number of the most significant diseases
are being registered. Initially, the requirement
for mandatory collection of PROMs data applied
only to four surgical procedures: hernia remo-
val, hip and knee joint replacement, and vari-
cose veins. More recently, the validity of routine
PROMs measurements has been demonstrated
for a wide range of chronic diseases, including
diabetes, asthma, stroke, chronic obstructive pul-
monary disease (COPD), and others.

PROMs questionnaires are constantly being
improved to be patient-friendly and informa-
tive for clinicians. Recently, a new generation
of short and easy-to-use instruments for regular
monitoring of patient outcomes has been pro-
posed. For example, the SF-36 questionnaire has
been modified and shortened to 12 items [10].
These instruments are quick, efficient and easy
to understand, as they allow patients to rate their
health status and experience in a semi-struc-
tured way and aggregate input data according-
ly, automatically tracking physical-emotional
sensitivity. ICHOM (International Consortium
for Health Outcomes) has made a major contri-
bution to the development of patient outcome
assessment.

With the development of information tech-
nology, the assessment of “patient-reported
outcomes” began to be realized through digi-
tal means, and the concept of electronic PROM
questionnaires — ePROMs — emerged. Thus,
within the framework of the NIH (National In-
stitute of Healthcare) initiative, the Roadmap
for Patient-Reported Outcomes Measurement
Information System (PROMIS) was developed.
With the launch of PROMIS, computerized
testing of the general population became possi-
ble. PROMIS uses modern advances in psycho-
metrics such as item response theory (IRT) and
computerized adaptive testing (CAT) to cre-
ate highly reliable and validated measurement
tools [11].

Types of PROMs questionnaires

PROMs are divided into universal question-
naires, which assess general indicators of a
patient’s physical and psychological state, and
specific questionnaires, which are designed for
specific nosologies and conditions.

The most widely known universal question-
naires are the SF-36 and the EQ-5D. The SF-
36 and its shortened version, the SF-12, assess
physical and psychological health on 8 scales.

The EQ-5D assesses five basic indicators:
mobility, self-care, ability to maintain usual
daily activities, pain, and anxiety. The ques-
tionnaire is used to measure patient health
status, provide evidence of cost-effectiveness,
and population surveys to study population
health. The main advantages of using the EQ-
5D, unlike other general quality of life ques-
tionnaires, are that the final data represent a
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single score of the respondent’s health, and the
questionnaire is universally used for both ex-
tended population surveys and specific patient
populations.

The use of the EQ-5D and SF-36 as univer-
sal questionnaires has been justified for a wide
range of health problems, as they are valid for
a wide variety of diseases, have high reliability
and good sensitivity.

However, in some diseases (e.g., cancer),
the use of universal questionnaires may miss
important elements of patient assessment.
For such complex cases, condition-specific
questionnaires are developed. PROMs spe-
cific questionnaires have been developed for
patients with chronic diseases, for cancer pa-
tients, and for a number of other rare and se-
vere diseases.

The use of PROMs
in the routine clinical practice

The techniques of PROMs vary depending
on the objectives. Symptom measures can focus
on a range of conditions (universal PROMs) or
on a specific pathology (specific PROMs), such
as depression or pain. Functioning measures as-
sess activities such as self-care, activities of dai-
ly living, and motor activities.

Questionnaires can be administered face-to-
face in the clinic or remotely — via online plat-
forms, email, or telephone.

Typically, PROMs are assessed before,
during, and at the end of treatment. Each speci-
fic questionnaire contains recommendations for
its use depending on the specifics of the disease
or the patient’s condition. Based on the results of
the assessment at the beginning of therapy, the
physician can decide on the choice of treatment
method, and the results of the assessment mea-
sured during treatment allow to adjust therapy
if necessary. PROMs assessment performed at
the end of treatment is an additional indicator of
treatment success.

Health-related Quality of Life (QoL) asses-
sment tools are typically multidimensional
questionnaires that assess a combination of as-
pects of impairment and/or disability and reflect
a patient’s health status. In contrast, QoL goes
beyond impairment and disability to include
questions about a patient’s ability to meet their
needs as well as their emotional response to
their limitations.

When choosing one or another PROMs, at-
tention should be paid to the following:

 the questionnaire should be relevant to the
nosology ( the clinical problem);

* only validated questionnaires and their va-
lidated translations should be used;

* when choosing a questionnaire, it is im-
portant to make sure that it is the latest ver-
sion (questionnaires can be improved);

« if there are several current versions of the
questionnaire relevant to the clinical prob-
lem, preference should be given to the one
that is the simplest, shortest and most con-
venient for the patient;

* appropriateness of use — it is recommen-
ded to use questionnaires only when it is
really necessary (when there is a complex
clinical situation and when there is an ob-
jective need to include the patient in the as-
sessment of his/her condition);

* keep in mind that every survey has its li-
mits.

Recently, electronic versions of question-
naires — ePROMs — have been increasingly
used. When using digital PROMs, the advantage
should be given to cloud services and the possi-
bility of integration with electronic medical re-
cords and medical information systems (MIS),
as well as the protection of patient’s personal
data [12].

When introducing PROMs into routine cli-
nical practice, it is necessary to revise the ope-
rational processes in the clinic, since filling out
and analyzing questionnaires requires time-con-
suming work for medical personnel. In addition,
it is necessary to educate the clinical team and
patients, explaining to them the importance of
completing questionnaires and their role in per-
sonalized therapy [13].

The use of PROMs
in research

Studies involving PROMs need to be planned
in advance, selecting clinical endpoints and out-
comes. A well-developed study design invol-
ving PROMs allows physicians to track adverse
events in real time, adjust treatment regimens,
and monitor patients’ condition.

Studies with PROMs should be conducted
according to a strict plan (Table 1) with manda-
tory training of all involved specialists, as well
as instructions for patients.
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The use of PROMs at the national level to assess
health system performance

The results of PROMs measurement can be
used to assess the efficiency of the health care
system as a whole, individual regions or spe-
cific medical organizations [14]. Based on the
published information on PROMs measurement
results, patients can assess which clinic demon-
strates the best results of treatment of a particu-
lar disease and choose the one with higher suc-
cess rates.

However, presenting PROMs data to the ge-
neral public and patients in an unambiguous and
understandable form is a difficult task. PROMs
for individual nosologies, medical intervention
(surgery) or hospital as a whole can be used
as part of key performance indicators and ra-
tings of medical organizations. Often, PROMs
results are displayed as a funnel plot — a dot
plot of the total PROMs results for each hospi-
tal based on the total number of surgeries per-
formed. However, average PROMs vary more
widely in hospitals that perform fewer surge-
ries than in those that perform more. The fun-
nel plot shows provider performance measured
in terms of EQ-5D postoperative questionnaire
scores (Fig. 1).

PROMs data should serve as a benchmark
and starting point for health care providers: to
identify the reasons for their performance and
to determine what is needed to improve qua-
lity. PROMs indicators can identify differences
among patients in health-related quality of life,
as well as differences in the performance of
health care teams.

Benefits of the PROMs using

The use of patient-reported outcome esti-
mates has a number of important advantages.

1. Personalized treatment. The wuse of
PROMs questionnaires at different stages of
treatment allows therapy to be tailored to the
patient’s condition, personal characteristics and
lifestyle. Routine use of PROMs is an impor-
tant element of personalized therapy and allows
achieving better clinical results [16]. Patients
are not only the source of PROMs data, but also
key potential users of the information they ge-
nerate. Patients planning to choose a clinic and
physician can refer to PROMs data provided by
other patients. This will allow them to make a
choice in favor of one or another specialist, cli-
nic, as well as to evaluate and predict possible
treatment outcomes.

2. Developing patient adherence. Assessment
of the patient’s quality of life prior to treatment
is the starting point of patient involvement in
the decision-making process of therapy choice.
Involving the patient in the process of treatment
and choice of therapy improves adherence and
therefore reduces healthcare costs in the long
run by making the patient more responsible for
his/her health.

3. Patient satisfaction. Focusing the patient’s
attention on symptoms and initial results of
treatment not only allows to adjust the therapy if
necessary, but also improves the patient’s under-
standing of his/her disease and condition, his/
her awareness of the reasons for adjusting the
therapy, and therefore his/her satisfaction with
the treatment process and the achieved results.

Table 1

The research plan using PROMs study

Tabnuya 1

[Tman mpoBenerns uccnenoBanus ¢ BkimodeHneM PROMs

Jrtan / Stage

Onucanue / Description

Omnpezenenue nesei uccaeaoBanus /
Research objectives

Yro onenuBaem? Kakue onpocHuky ucronab3yem? /
Research objectives? Questionary choice?

dopmupoBanue miana /
Forming a plan

Kro xoopaunatop nccnenosanus? Kaxoii nusaitn nuccnenosanus? Pasmep Boi6opku?
Crarucruueckast MouiHocTs? Kputepun BriItoueHHs U UCKITIOUeHHs? /
Research coordinator? Research design? Sampling? Statistical power? Inclusion

and exclusion criteria?

Kpuruueckuii anamus /
Critical analysis

TpymoemkocTp 1 3arpatbl? [IpakTHIecKast IPUMEHUMOCTD B KIMHUYECKOH cutyarmu? /
Labor intensity and costs? Practical applicability in a clinical situation?

[Inan BHenpeHus /
Implementation plan

Kakoii mutan BHenpenus? ['padux BHeaApeHUsA? /
Implementation plan? Implementation schedule?

Ornenka / Evaluation

JocturayTsie pe3yasTaTsl 1 BeiBoAbI? / Results and conclusion?
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Fig. 1. Example of a funnel plot for the post-operative EQ-5D score Browne et al. [15]

Puc. 1. I[Ipumep rpacuka BOPOHKH IJIst OTOOPaXKEHUs pe3yJIbTaTOB OIEPaluy ¢ MOMOMIBIO MIKaibl onpocHuka EQ-5D (mo nan-

HbIM Browne et al.) [15]

4. Expertise of the quality of medical care.
Implementing PROMs at the national level or
as part of a disease-specific registry can help
to monitor the effectiveness of clinical teams.
Regular use of PROMs can also improve under-
standing of how a particular method works in a
particular patient.

5. Cost reduction and efficiency in utilization
of the healthcare budget. Accounting for PROM
results is one of the elements of value-based
healthcare. In countries where PROM monito-
ring has been introduced at the national level,
payment for medical care is tied to the result —
the “pay-for-performance” approach. Patients
whose health has improved, according to the
EQ-5D questionnaire, have the greatest increase
in QALY and, accordingly, the clinic receives
greater reimbursement. PROMs data can be
used in budget allocation, in planning financing
programs, and to examine how spending levels
relate to patient health outcomes in each region
and health care organization.

Restrictions
on the use of PROMs

Despite a number of advantages of using
PROMs in routine clinical practice, there are
a number of problems related to quality asses-
sment and cost-effectiveness.

* [t is impossible to be completely certain

that a particular medical intervention has
had an impact on a patient’s quality of life
[14]. Improvement and deterioration in
quality of life may have been caused by
other factors.

The assessment of quality of life based on
PROMs after medical intervention should
be conducted within a strictly defined time
frame so that changes in quality of life can
be linked specifically to the medical inter-
vention. For example, collecting PROMs
data six months after hip surgery may not
provide relevant results about the success
of the surgery because it misses the point
at which the patient first returned to normal
life.

Taking PROMs into account when asses-
sing the cost-effectiveness of treatment of-
ten only considers the cost of the primary
intervention (surgery), but may not take into
account the costs of adjuvant therapies such
as rehabilitation, pain medications, etc.

The problem of objectively assessing
PROMs is also related to the fact that we
do not know what patients compare their
condition to. The level of pain for the same
condition may be perceived differently by
different patients depending on their expe-
rience of pain.
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Problems of PROMs
implementation in Russia

Due to the lack of a unified regulatory frame-
work for the routine assessment of patient out-
come measures, their application in Russia is
still difficult. Initiatives are needed both at the
national level to establish uniform standards of
work and quality assessment processes, and pi-
lot projects at the level of individual medical or-
ganizations or clinical teams.

The main problems of PROMs implementa-
tion include the following:

* lack of a clear understanding of the role of
PROMs in improving the quality of care
and as one of the mechanisms for impro-
ving the effectiveness of treatment (and the
health care system);

* lack of validated questionnaires for a num-
ber of nosologies (especially rare ones)
and/or lack of validated translation;

* lack of really working mechanisms for
linking PROMs results to payment;

* low awareness of physicians and patients;

* lack of physician time to implement
PROMs;

* lack of online services and platforms that
would contain the necessary questionnaires
and that would integrate with medical in-
formation systems.

CONCLUSION

With the development of a patient-centered
approach and personalized medicine, the need
for the development of new specific PROMs will
increase, which will require the creation of in-
terdisciplinary working groups, multicenter and
cross-country studies, and validation of transla-
tion.

Implementing the assessment of patient-re-
ported outcome measures into routine clinical
practice requires changes in clinic operational
processes and the consolidation of the norm of
mandatory quality of life assessment for certain
nosologies. Physician and patient education is an
important factor for the successful establishment
of a PROMs data bank.
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JOINMOJIHUTEJBHAA UHOPOPMALNUA

ABTOp mpounTan U o100puia (PUHAIBHYIO
BEPCHUIO Nepe]] MyOauKaen.

HUctounuk puHaHcupoBaHus. ABTOp 3asiB-
JasieT 00 OTCYTCTBMM BHELIHEro (pUHAHCHpOBa-
HUS IIPU IIPOBEJCHUN UCCIIEJOBaHU.
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