
 The research designs utilizing (1) real-world databases and (2) 
questionnaire surveys are two major pillars of outcomes research.

 Real-world database (DB) studies allow for the analysis of a large 
amount of patient data accumulated longitudinally to investigate disease 
and treatment progression. However, they often do not permit post-hoc 
customization of the original data collection process, and they typically 
lack PRO.

 Questionnaire surveys can collect information from patients using 
validated instruments and custom surveys. They can deliver a wealth of 
information regarding patient experience, opinions, and emotions. 
However, it can be costly to recruit a large number of patients to respond 
to questionnaire surveys. Moreover, longitudinal traceability is 
challenging and resource-intensive.

 The shortcomings of each design can be addressed by implementing 
them separately. However, in that case, the data may not be from the 
same patients. Moreover, because the data collection processes are 
different, it may be difficult to align inclusion and exclusion criteria. 

 The recent emergence of personal health apps in Japan allows 
deployment of surveys to app users whose claims data can be linked and 
analyzed together with survey responses.
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OBJECTIVE

INTRODUCTION

 We aimed to examine the evidence base for published cases of the hybrid 
research in Japan and to identify potential evidence gaps through a 
targeted literature review (TLR) using PubMed.

METHODS

 Study Selection: Literature published between 14 June 2014 to 13 June 
2024 was identified using PubMed. The search strategy combined terms 
for database research with terms for questionnaire survey research, 
along with terms related to the real-world data landscape in Japan.

 Evidence Synthesis: The results of the TLR are presented descriptively. 
The studies were grouped into categories based on the nature of the 
questionnaire surveys (custom-survey, standardized QoL/WPAI survey, 
health check-up) and databases linked for the research. Studies within 
each category were assessed with respect to the purpose of the review. 

1. Surveys supplementing claims database research: Although responses 
may be subjective, surveys can enable identification of a target disease 
using a validated instrument in a therapeutic area with a low 
identification rate and estimate a prevalence rate [1], classification of 
subtypes of a target disease [2], and supply info not typically available in 
insurance claims databases, such as OTC drug usage or PROs such as 
symptoms, adherence, reasons for patient behaviors, quality of life, 
productivity loss, etc.

2. Claims database research supplementing surveys: Claims databases can 
supply objective information regarding treatment patterns as well as 
diagnosis rates of comorbidities [1,3], which could be too much info for 
a patient to accurately report during the limited amount of time 
typically allowed for most questionnaire surveys.

3. Comparative validation of diagnostic methods: Results from a validated 
standard diagnosis survey instrument can be compared with results 
from an alternative algorithm-based diagnosis method driven by 
analysis of claims data [4].

 A small number of publications showed how a hybrid research design can 
supplement the shortcomings of survey and database research designs. 
But evidence gaps still exist regarding the benefits and applications of the 
hybrid research design in Japan. 

 Considering the opportunities to engage in more patient-centric evidence 
generation in Japan, more research is needed in the future to explore and 
realize the benefits of the hybrid approach.

CONCLUSIONS

Key points of this study

✓ Recent technological and operational advances in Japan 

now make it possible to conduct hybrid research linking 

surveys and claims databases.

✓ A literature search showed examples of custom-designed 

surveys as well as standard surveys of patient-reported 

outcomes (PRO) linked to claims databases in Japan.
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3. Merits of the hybrid research design

2. Study Characteristics

RESULTS

1. Study Selection

Figure 1 PRISMA Flow Diagram

Records identified via PubMed (n = 802)

Records for studies in Japan (n = 33)

Records included in review (n = 10)

Excluded: Studies outside Japan (n = 769)

Excluded: Studies not relevant (n = 23)

Design Number of studies

Claims DB studies linked 
to a survey that targeted 
patients

8 studies including:
✓ 4 publications used a custom-designed survey 

[1-4]
✓ 2 publications used data from standardized 

EQ-5D and WPAI questionnaires [5-6]
✓ 2 publications analyzed health check-up 

questionnaire data [7-8]
✓ Target diseases / areas  included headaches, 

migraines, anemia, COVID-19, bone fractures, 
diabetes, etc.

Claims DB studies linked 
to a survey that targeted 
nursing care facilities

2 studies [9,10]
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