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Development and Pilot Testing of Quality Indicators for Primary Care in
Japan
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Abstract:
Introduction: To the best of our knowledge, no quality indicators (QIs) for primary care provided by local clinics have yet
been developed in Japan. We aimed to develop valid and applicable QIs to evaluate primary care in Japan.
Methods: Two focus group interviews were held to identify conceptual categories. Existing indicators for these categories
were identified, and initial sets of potential QIs were developed. Using a modified Delphi appropriateness method, a multi-
disciplinary expert panel then developed and selected the QIs. Feasibility and applicability of these QIs were then confirmed
in pilot testing at six local clinics in Hokkaido, Japan. To determine patient acceptance of these quality improvement activi-
ties, the survey asked two questions, “Do you think it is preferable that the patients of this clinic be periodically surveyed?”
and “Do you think it is preferable that this clinic periodically undergo an external quality review by an independent body?”
Results: Seven categories emerged from the focus group discussions as key components of primary care in Japan. Thirty-
nine QIs under five categories (Comprehensive care/Standardized care, Access, Communication, Co-ordination, and Un-
derstanding of patient background) were finally selected and named the QIs for Primary Care Practice in Japan. In pilot
testing at six primary care clinics in 2015, 65.4% of patients answered favorably to the idea that clinics should conduct regu-
lar patient surveys, and 71.8% answered favorably to the idea that clinics should undergo periodic external quality review by
an independent body.
Conclusions: We developed QIs to assess primary care services provided by clinics in Japan, for the first time. Although
further refinement is required, establishment of these QIs is the first step in quality improvement for primary care practices
in Japan.
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Introduction

Primary care is defined as integrated, accessible health care
services by clinicians who are accountable for addressing a
large majority of personal health care needs, developing a sus-
tained partnership with patients, and practicing in the context
of family and community (1), (2), (3). Under this definition, pri-
mary care services play a fundamental role for patients, popu-
lations, and health care systems in the local and global com-
munity (4).

Numerous studies have shown that high-quality primary
care improves population health, lowers health costs, and en-
hances equity (5), (6), (7). The main providers of primary care serv-

ices are small-size institutions, such as community hospitals,
clinics, and community health care centers. Despite being the
main providers of acute care, preventive care, health promo-
tion, and service integration among social and welfare services,
these facilities are often left out of quality improvement activi-
ties that larger institutions can afford. With the aging of soci-
ety and rising medical costs, however, high-quality primary
care services have gained increasing importance (7).

In Japan, universal health insurance covers virtually 100%
of the population, through either employment-based or resi-
dentially based insurance (8). This has enabled Japan to achieve
excellent health indices; however, some stakeholders have
raised questions about the quality of their medical services, es-
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pecially that of primary care services. Against a background of
rapid aging and advanced technology, questions have been
asked about the sustainability of these excellent health indices
in the absence of appropriate quality control (9), (10). Indeed, the
quality and value of primary care provided by such small fa-
cilities is a frequent topic of discussion in Japan (11).

Quality indicators (QIs) are “explicitly defined and meas-
urable items referring to the structure, process or outcome
care” (12). QIs have been used as a means of ensuring accounta-
bility and improving the quality of health care services for
nearly two decades worldwide (13), (14). In Japan also, QIs have
been developed and are currently in use in many specific areas.
Examples include acute myocardial infarction (15), antibiotic
use (16), chronic kidney diseases (17), and cancer care (18), (19), (20).
However, most QIs are targeted primarily at hospitals, espe-
cially tertiary hospitals using specific administrative data (21), (22).
For this reason, they are not suitable for the primary care am-
bulatory services provided by community hospitals and local
clinics, where administrative processes are different. To our
knowledge, however, no QIs for primary care provided by lo-
cal clinics in Japan have yet been developed.

Here, we developed comprehensive quality of care meas-
urement tools for ambulatory care at local primary care facili-
ties in Japan. We specifically aimed to develop feasible, usable,
and comprehensive QIs that measure the wide range of pri-
mary care services provided by such small facilities. We then
pilot tested these indicators among local clinics to assess their
feasibility and acceptability.

Materials and Methods

Development of QIs
Overview
The development of QIs for primary care services in Japan re-
quires a multi-stage approach that incorporates the totality of
local context. First, we used focus group interviews to develop
a conceptual framework of primary care practice in Japan. Sec-
ond, we used this framework to develop QIs and evaluated
them using a modified Delphi appropriateness method (23). Fi-
nally, we pilot tested these QIs to determine their feasibility
and applicability in real-world settings.

Development of the conceptual framework
There are benefits to using QIs developed in other countries,
but these cannot simply be transferred between countries
without modification (24). QIs for general practice already ex-
ist (25), (26). Because the delivery of primary care services is deeply
rooted in the general culture and health care system, however,
we first aimed to identify key categories based on a conceptual
framework of primary care practice in Japan. To achieve this,
two focus group sessions and qualitative analysis were con-
ducted.

Participants in the first session were physicians, whereas
those in the second were non-physician health care professio-

nals. All had substantial clinical experience in primary care set-
tings in Japan. Each session lasted 2 h and covered topics such
as the importance of primary care service, conceptual catego-
ries from the patient's perspective, and the applicability of
frameworks developed outside of Japan to the community in
Japan. All discussions were audio-recorded and transcribed
verbatim. Two researchers (SM and SB) independently read all
transcripts and labeled and arranged them into meaning units.
These units were then arranged into common meaning groups
to identify larger categories emerging from the data. The ex-
tracted categories were integrated into key categories. Finally,
these researchers reviewed all categories developed and refined
and unified them based on a consensus between them.

To validate the construct of the final developed categories,
all the categories and discussions were returned to the partici-
pants and modified on the basis of their responses. To triangu-
late the data and confirm their validity, two 60 min, semi-
structured interviews were independently conducted with two
physicians.

Identification and selection process of QIs
Selection of potential indicators

In the development of the QIs, we adopted a modified
Delphi appropriateness method (23). This method is extensively
used in a wide variety of medical fields, including primary
care (27), (28), (29), (30), (31).

i. Development of candidate QIs
We first compiled an initial set of QI candidates based on

the conceptual framework developed from the results of the
focus group interviews and presented them with supporting
evidence from the literature. The authors (SM, SB, MA, KW,
MT, TH, SK, and MO) reviewed leading international guide-
lines and existing QIs previously developed in primary
care (25), (26), (27), (31), (32), (33), (34). If we could not find existing QIs, we
developed potential new indicators.

ii. Multidisciplinary expert panel
Ten experts from various primary care practice fields in Ja-

pan were invited to participate. Clinical backgrounds were in-
tentionally varied in terms of practice style, district, clinical
skills, and special interest. For some of these QIs, we addition-
ally invited three allied health professionals to participate,
namely, a visiting nurse, a care coordinator, and a pharmacist,
to incorporate the perspectives of ancillary staff in primary
care.

iii. First questionnaire round by panel members
In round one, we sent questionnaires by e-mail and asked

the panel members to rate each QI candidate for its validity on
a scale of 1–9, with 1 being extremely invalid and 9 being ex-
tremely valid. Validity was considered high when the provision
of eligible care was ranked high (with a few exceptions) and
the non-provision of eligible care was ranked low. In addition,
the panel was asked to suggest modifications to the QIs when-
ever necessary.

iv. Expert panel meeting

DOI: 10.31662/jmaj.2018-0053
JMA Journal: Volume 2, Issue 2 https://www.jmaj.jp/

132



Following the first questionnaire round, the expert panel
members attended a face-to-face meeting in September 2013,
where they discussed the appropriateness of each QI based on
the predetermined criteria of applicability to the primary care
setting, validity, availability in daily practice, and close associa-
tion with the modifiable process dimension. The discussion
session was moderated by a health service researcher (TH)
who was experienced in the development of other QIs (18), (19).
During the discussion meeting, the distribution of the first
rating among members was presented without identifying the
raters to highlight the degree of agreement or disagreement for
each QI. In the meeting, usage of the QIs was assessed, and
wording was modified or deleted as necessary.

v. Second questionnaire round, final set of selected QIs
After the expert panel meeting, the second questionnaire

round for each QI was completed. The new QIs suggested in
the panel meeting were assessed for validity in the second
questionnaire round. Those QIs that received a median sec-
ond rating of 8 or higher by half of the panel members or 7 or
higher by all of the panel members were considered valid. All
QIs considered valid by the panel members were further as-
sessed by the research team from the standpoint of feasibility
and data availability, and patient’s perspective, after which the
final set of QIs was selected.

Pilot testing
Using the developed QIs, we conduct pilot testing at six clin-
ics that agreed to participate in our study in the Hokkaido area
of northern Japan in 2015. Although all clinics used the same
electronic medical record (EMR) software and the EMRs
were connected online, their specific use varied among the
sites. For each QI, we used medical claims data and medical re-
cords to list up to 100 consecutive adult patients who had re-
ceived the care covered by the QI at each clinic within the pre-
vious year. Two nurses and one clerk jointly conducted chart
review using the online EMR at each clinic. The patient sur-
veys were then anonymously distributed to and collected by
the patient’s clinic for all available patients over 15 years old in
the same week.

To determine patient acceptance of these quality improve-
ment activities, the survey asked two questions, “Do you think
it is preferable that the patients of this clinic be periodically
surveyed?” and “Do you think it is preferable that this clinic
periodically undergo an external quality review by an inde-
pendent body?” The answers were collected on a 5-point Lik-
ert scale from 1: completely disagree to 5: completely agree.
The two top positive answers for “agree” and “completely
agree” were collapsed into one favorable answer. We also con-
ducted 15–30 min individual interviews with the directors of
the participating clinics to solicit their acceptance of this eval-
uation immediately after the QI results had been returned.

Ethical approval
All research protocols were reviewed and approved by the in-

stitutional review board of the National Hospital Organiza-
tion Tokyo Medical Center (Approval code: R14-034,
R14-035).

Results

1. Development of QIs
①Focus groups: developing a conceptual framework
The physician focus group consisted of seven participants: a
general internist at a teaching hospital, a general internist at a
community hospital, a primary care physician at a municipal
public clinic, two primary care physicians at private clinics, a
general pediatrician, and a rehabilitation specialist.

The non-physician focus group consisted of seven partici-
pants from various fields of primary care: a registered dieti-
cian, a community pharmacist, a visiting nurse, a physical
therapist, a regional health officer at a municipal office, a medi-
cal social worker at the transitional care section of a tertiary
hospital, and a care manager. Clinical experience in primary
care varied from 6 to 35 years (median 26 years) for the physi-
cians and from 9 to 31 years (median 17.5 years) for the non-
physicians.

Data from the two focus groups yielded seven categories:
1. Comprehensive care; 2. Access to care; 3. Communication;
4. Co-ordination of care; 5. Standardized care; 6. Understand-
ing of patient backgrounds; and 7. Contribution to the local
community (Table 1). After the members checked these re-
sults and the subsequent semi-structured interviews with two
physicians, these categories of quality in primary care in Japan
were confirmed as applicable and reasonably valid.

②Developing QIs for primary care in Japan
Following a literature search and review of clinical guidelines
and previously developed QIs, 159 potential QIs fitting the
seven categories were initially extracted. Using these 159 QIs
candidates, the first questionnaire round, panel meeting, and
succeeding second questionnaire round were completed in
2013. Seventy-two QIs met the predetermined criteria. Selec-
tion rate in each category, namely, the number of items of the
total number that met the criteria, was as follows: I. Compre-
hensive care, 32 of 58; II. Access to care, 3 of 13; III. Commu-
nication, 9 of 15; IV. Co-ordination of care, 15 of 29; V. Con-
tribution to the local community, 0 of 17; VI. Understanding
of patient background, 6 of 12; and VII. Standardized care, 7
of 15. After the panel meeting, we decided not to develop in-
dicators for the category “Contribution to the local communi-
ty” in the present study, because it was not possible to develop
valid and measurable indicators from currently available data
(Figure 1).

In addition, the Comprehensive care and Standardized
care categories shared similar contents, so we decided to com-
bine these into the same category. The research members then
discussed feasibility and clinical applicability and then dis-
cussed and carefully selected a final set of 42 QIs in five catego-
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ries. The data source of these QIs was medical claims data for
reimbursement, medical record, and patient surveys (Table 2).

2. Pilot testing
Among the QIs developed, three were based on medical claims
data for reimbursement. However, because it was impossible
to refer to the contents of prescriptions based on the claim da-
ta, we changed this process from claims data to chart review to
identify the names of prescribed drugs.

While conducting these chart reviews, we found that the
format and storage method of the document completed by the
attending physician when recommending long-term care in-
surance varied among local municipalities. We also found it
difficult to collect these data via online access. We therefore
abandoned the collection of data for the QI “identifying care
manager among patients using long-term care insurance” after
the first pilot trial.

We also found that the chart reviews of all samples in the
first two pilot trials took 4 to 5 days to complete, which was
much longer than anticipated. We therefore abandoned two
further QIs, “Side-effect monitoring after starting medication
on chronic medical conditions” and “referral letter,” in the
two subsequent pilot trials. Again because of time restrictions,
we limited the number of review cases in these two clinics to a
maximum of only 10 and thereby reduced the time required
for chart review to half a day. Across all clinics, a total of 4796
medical records were successfully reviewed (average 799.3,
range 201–1086 charts in each clinic).

The patient survey was conducted at all six clinics, and a
total of 372 responses were collected (range 18 to 131). Be-
cause we were unable to distribute the survey to all visiting pa-
tients, the difference in the number of returned surveys
among clinics was mainly due to the number of visiting pa-
tients per day during the study period.

After pilot testing, the three QIs mentioned above were

found to be unfeasible in real-world settings. Finally, 39 QIs
were considered feasible and valid QIs in Japan. We named
this set the Quality Indicators for Primary Care Practice in Ja-
pan (QIPC-J) (Figure 1).

3. Acceptance of patients and qualitative
assessment of directors of the participating
clinics
In total, 65.4% (223 of 341; 31 had missing items) of patients
in the patient survey answered in favor of regular patient sur-
vey of the clinic, and 71.9% (240 of 334; 38 had missing items)
answered in favor of the clinic receiving a periodical external
quality review by an independent body.

In the qualitative assessment with the directors of the six
clinics after the pilot testing process was complete, all directors
provided positive comments on the feasibility and validity of
our QIs. At the same time, we received a few constructive
comments on several indicators that we tested. Assessment of
this result warrants caution due to the small sample size; nev-
ertheless, its validity is still guaranteed on the basis of the posi-
tive comments by the directors of all these clinics.

Discussion

In this study, we developed a set of QIs to assess the quality of
primary care services in Japan (QIPC-J). To the best of our
knowledge, these are the first QIs developed in Japan for pri-
mary care using a modified Delphi appropriateness method.
Results showed that the final set of indicators in five categories
is feasible, valid, and a practical tool for the assessment of pri-
mary care practices in real-world clinical settings in Japan.

To date, several frameworks to assess primary care practice
have been presented worldwide. Examples include QIs devel-
oped in Ontario, Canada (26), consisting of the eight categories
patient centeredness, equity, access, safety, effective care, effi-

Table 1. Initial Categories Identified by the Focus Groups

Category Content

1 Comprehensive care First contact care for common diseases and ailments, including minor surgery. Consultation for subclinical conditions or wide-range
health issues. Prevention, including vaccination or screening, is also important.

2 Accessible care Providers should be in the local vicinity. Out-of-hours care, especially telephone access and referral, should be guaranteed.

3 Communication Good and humane communication with patients. Friendliness, humanity, respect for patients, informed consent, privacy, and patient
preferences should be promoted.

4 Coordination Coordination and collaboration with multiple other professionals. Other resources such as other specialty clinics/hospitals, pharmacies,
care coordinators. Among these inter-professional collaborations, primary care clinics should act as a local team leader.

5 Standardized care Adherence to evidence-based practice, using concordance to standardized care guidelines such as clinical guidelines, and rules of the
national insurance regime, and local law/ordinance. Continuous updating of current knowledge and skills. Standardized care, including
safety issues, such as infection control, should be provided in accordance with public expectations.

6 Understanding of patient
background

Taking various aspects of life into consideration, primary care clinics should provide care which focuses more on the outcomes than
medical outcomes, especially for the elderly. Attention should be given to daily behavior, including foods, cost, and enhanced shared-
decision making. Patient-centered care.

7 Contribution to the
community

Public activities such as out-of-hours clinic or emergency care in the community. Social support includes public education for people at
local clinics, and social support for their community.
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ciency, continuity, and appropriate clinical resources and oth-
er categories proposed by the Institute of Medicine, including
patient-centered, equitable, timely, safe, effective, and efficient
care (1). Our five categories (Comprehensive/Standardized care,
Access, Communication, Coordination of care, and Under-
standing of patient background) are quite similar to these oth-
er categories but differ slightly with regard to their back-
ground (Table 3). Although our results did not specify “Effi-
cient and safe care” as a definite category, the “Standardized
care” category included the meaning of evidence-based and
safe care. Our focus group discussion, particularly regarding
comprehensive care, revealed that the importance of elderly
care is a frequent topic of discussion. Japan has the highest ra-
tio of elderly in the world, and elderly care accounts for a large

proportion of primary care practice (35). Given that the speciali-
zation and fragmentation of care leads to inefficiency, requires
complicated care, and potentially increases the health care
costs, the comprehensiveness of care has attracted special fo-
cus.

In the focus group discussion, several participants empha-
sized the contribution clinics make to the local community.
This notion of contribution to the local community is an in-
frequent category in other countries but may be equivalent to
the notion of “equitable care” or “cultural sensitivity.”
Against the background of universal health insurance, we have
paid little attention to such areas until recently. However, the
importance of equitable care has increased in the last decade,
particularly under an atmosphere of widening cultural diversi-

Figure 1. Selection process of quality indicators.
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ty and slowing economic development (36), (37). Nevertheless, we
failed to develop measurable and feasible QIs for this category.
Further study to develop measurable indicators for this impor-
tant category of primary care in Japan is needed.

In our pilot testing, we found that implementing our QIs
in real-world clinical settings was highly time-consuming, es-
pecially when we conduct medical chart review. Previous stud-
ies have also identified this phenomenon (38): medical chart re-
view is too labor intensive and poses an excessive burden on
most clinics. Further modification of these items and more so-
phisticated methods for collecting data are necessary, such as
electronic claims entry systems or standardized patient pro-
spective data input systems (39). In addition, inclusion of a wid-
er range of clinics, even those using the same QIs, will require
feasibility testing in clinics using other styles of patient infor-
mation recording, such as paper-based records, or stand-alone
EMRs using different data entry systems. Evaluation of vari-
ous types of clinic in local communities will provide the infor-
mation required to compare performance levels across clinics.

Several limitations of our study warrant mention. First, we
selected QI candidates from among QIs developed previously
and already in wide use. Our goal was to integrate the best
available evidence, but this process may not be enough. Sec-
ond, although we tried to incorporate opinions from a wide
range of professionals engaged in primary care practices in Ja-
pan, including public health nurses and local government offi-
cials, we might still have failed to incorporate all the voices
from the community, especially from the perspective of pa-
tients. Although this is the first trial to select QIs for primary
care practice in Japan, we tried to access as wide a range of
opinion as possible and from every available field. Third, we
focused on ambulatory care and did not develop a set of QIs
for home visit care. Given the rapid increase in the number of
home-bound elderly in Japan, the provision of primary care
service is not necessarily limited to outpatients. Home visiting
services continue to attract attention, and the development of
QIs for this type of care will be necessary. Fifth, our selection
process for participating clinics is non-random, and all clinics

Table 2. Final Categories and QIs.

Category Number of Items Contents (examples) Data resources

Comprehensive care/
Standardized practice

20 Smoking history, advice on smoking cession, pneumococcal vaccination, dementia
care, hypertension, diabetes, asthma, emergency (acute abdomen, headache), drug
treatment of chronic care condition, vaccination for children, monitoring history of
other treatment, checking the prescription history

MCD 3
MCR 15
PS 2

Access 3 Out-of-hours care
Response to symptoms other than current monitoring care

PS 3

Communication 8 Respect for patient preferences, plain explanation of drugs. Respect for patient privacy.
Friendliness, sincere and honest attitude

PS 8

Coordination 5 Referral letter, identifying care coordinator, helping identifying specialists MCR 2
PS 3

Understanding of patient
background

6 Asking about family members in the house, costs, understanding their role,
consideration of the local community

MCR 1
PS 5

Abbreviations: MCD, medical claims data; MCR, medical chart review; PS, patient survey

Table 3. Comparison of Categories Across Other Indicators in Primary Care.

Quality Indicators for Primary Care Practice in
Japan (QIPC-J)

Quality in Family Practice Book of Tool (QBT) in
Canada Institute of Medicine

1 Comprehensive care

2 Accessible care Timely and accessible Timeliness

3 Communication Patient-Centered Patient-Centered

4 Coordination Integrated and Continuous

5 Standardized care Effective clinical practice Effective

Safe Safe

Efficient Efficient

6 Understanding of patient background Patient-Centered Patient-Centered

7 Contribution to the community Equitable Equitable

Appropriate practice resources
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used the same electrical medical record. Therefore, the accept-
ance rate of QIPC-J may be overestimated, and its feasibility
may be limited. Considering that the current adoption rate of
EMRs among clinics is 35% in 2014 (40), further pilot testing
among clinics using paper-based charts is necessary. Finally,
our QIs are mainly process oriented, and half of the outcome
data rely on patient surveys. In particular, these survey items
should undergo psychometrical evaluation of validity and reli-
ability. A Japanese version of the Primary Care Assessment
Tool, a validated patient survey, has recently entered use (41),
and the utilization of these survey instruments will aid the col-
lection of more psychometrically valid and reliable outcome
data.

In summary, we developed for the first time QIs to assess
primary care services provided by clinics in Japan. Allowing
that further refinement is required, establishment of these QIs
is the first step in quality improvement for primary care practi-
ces in Japan. Future efforts should particularly focus on the
wide implementation of these indicators to identify variations
in quality across primary care clinics in Japan.
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