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1. Investigation of collection and disclosure of information regarding existing and developing disease
registries:

We conducted the survey on case examples in and outside Japan to investigate measures for collecting
and disclosing profile information for patient/disease registries in Japan. A reference was made to the
following patient registries: the Registry of Patient Registries (RoPR), owned by the Agency for
Healthcare Research and Quality (AHRQ) in the United States and the PARENT Registry of Registries
funded and deployed by the European Commission. The investigation found that information collected as
profile information for assuring the data quality included basic information such as a registry operation
and administration structure, objectives, target regions, basic information about the target group, the
content of target disease/intervention, the number of patients, biological sample collection, the duration of
registration/implementation, registration method, report on progress, charge for use of data, handling of
inquiries about use of data, other reference information, assurance of data quality, matters related to
personnel information, and interoperability. We will hear the view from the Japan Pharmaceutical
Manufacturers Association (JPMA) on information necessary as profile information and develop specific
measures for disclosure of information in Japan.

2. Investigation of a collaboration between a disease registry and a clinical trial network:

We surveyed collaborative investigators with a focus on patient registries studied by "Research on New
Measures for Promotion of Clinical Trials/Researches on the Basis of Disease Registry (Patient Registry)
developed at the National Centers" (H27-special-designation-018, a special research project supported by
the Ministry of Health, Labour and Welfare. Items surveyed included the name of the patient registry, the
name of collaborative clinical research/trial network, whether or not external use of the patient registry is
allowed, individuals who are allowed to use the registry, the status of communication, utilization
procedure, operational structure, and a charge for. Responses for the survey were obtained from a total of
11 registries and are shown below. A network in collaboration with the registry was or planned to be
established in 7 registries. A coordinating office was established in 3 registries, and the registry and the
office were independent from each other. Individuals who are allowed to use the registry were decided
upon discussion on each occasion. The utilization procedure was prepared in 2 registries. A charge for the
utilization was established in 1 registry. All registries, except for 1 registry, were operated with public or
competitive funding.

3. Investigation of utilization of a disease registry by companies in accordance with the Act on the
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Protection of Personal Information:

In this fiscal year, we evaluated the effect of the amendment to the Act on the Protection of Personal
Information as well as the associated revisions to the Ethical Guidelines for Clinical Trials in Medical
Research Involving Human Subjects and the Ethical Guidelines for Human Genome/Gene Analysis
Research on medical researches. The view of the Director of the National Center regarding the following
points is presented below: 1) maintenance of "information which can be readily collated with other
information and thereby identify a specific individual" according to the definition of personal information,
2) clarification of the content of "an appropriate consent" in case of acquisition of new information, 3)
maintenance of an opt-out clause for a utilization of the existing information at a principal institution for
a research, 4) clarification of the criteria to determine whether it is difficult to obtain a consent in case of
providing the existing information to other institutions, 5) maintenance of a transitional measure for a
currently ongoing research project, and 6) prompt execution of a revision regarding a whole review of
researches subject to the Ethical Guidelines for Human Genome/Gene Analysis Research. Furthermore,
in this fiscal year, we started to examine survey items for a national awareness survey scheduled in the
next fiscal year.

4. Investigation of the proper way of bearing the expense of a utilization of a disease registry:

We held a meeting with the JPMA for a discussion on the proper way of bearing the expense of a
utilization of patient registry information by pharmaceutical companies or other entities. With the aid of
the JPMA, a web-based questionnaire survey was conducted on the JPMA member companies, and
responses to the survey were obtained from 68 companies. The survey showed that they tended to prefer a
free of charge for a utilization of a registry catalog only among the functions of the central support unit
but they tended to pay a charge for a utilization of a whole service including a help desk for using or
utilizing a registry or concluding a contract (one-stop service) at each time when they use the service. In
addition, they expressed high expectations for prevention of establishment of too many non-organized
registries, standardization of registries, availability of a one-stop service, and rules for acceptance of
registry data by the regulatory authority. In addition, we investigated the PCORnet Coordinating center
as foreign case example by literature review and site visit to a coordinating office (Washington, D.C.). The
investigation revealed the following: the center has approximately 60 staff members; the center will
standardize medical information from the Clinical Data Research Network to a Common Data Model;
Front door serves as a help desk and create queries upon the establishment of the infrastructure;
inquiries from academic societies are currently free of charge, but they plans to set a price in the future in
anticipation of a utilization by post-marketing surveillance (PMS) units of pharmaceutical companies;

and the center anticipates a utilization of a patient registry in the future.
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