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Pharmaceutical Industry Perspective on EHR and

Pharmacoepidemiology
YAMAMOTO TAKANORI KIMURA TOMOMI MATSUSHITA YASUYUKI
KANEYAMA TATSUYA MATSUI KEITA URATA JUNKO YOSHINAGA TAKUNARI
KAGIMURA TATSUO

Japan Pharmaceutical Manufacturers Association, Drug Evaluation Commttee

The International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human
Use (ICH) released the E2E guideline "Pharmacovigilance Planning” in 2005. Pharmaceutical companies are encouraged to
create and implement the Pharmacovigilance Plan, which summarizes the important identified/potential risks, important
missing or unknown information, and the post-licensure pharmacovigilance plan. Without access to large automated medical
databases representative of the Japanese population, pharmacovigilance planning faces operational limitations, including,
but not limited to, proactive readiness, timeliness, cost-effectiveness, developing appropriate and optimally designed studies,
and the ability to conduct studies with sufficient statistical power. Such databases should be developed in order to establish
proper usage of pharmaceutical agents—maximizing benefit and minimizing risk for patients—, as well as to promote public
health in Japan.

Electronic Health Record (EHR) and other types of databases (e.g. the General Practice Research Database (GPRD) in the
UK, various Health Maintenance Organizations in the US, population registries in Canada and the Nordic countries, claim
databases in Taiwan and Korea) are widely used abroad, by researchers in regulatory agencies, academia, and the
pharmaceutical industry, to plan and conduct pharmacoepidemiology studies. In the US, Food and Drug Administration
Amendments Act (FDAAA, 2007) will require the FDA to establish an active postmarketing risk identification system that
provides access to federal and private electronic medical records data. The system is to include 25 million patients by July 1,
2010, and 100 million by July 1, 2012. In addition, the Health Insurance Portability and Accountability Act (HIPAA)
requires the establishment of national standards for electronic health care transactions, national identifiers, and the security
and privacy of health data to improve public health.

In April 2008, we formed a taskforce within the Japan Pharmaceutical Manufacturers Association with the purpose of
promoting the use of large automated medical databases across the pharmaceutical industry. Considering the potential ethnic
differences and urgent need to establish and develop databases for epidemiology and drug safety research, the initial targets
will be domestic and existing EHR or other types of medical database consisting of electronic data on prescription/dispensed
drugs, clinical operations, claims, as well as the annual health check among the healthy population.

Here we summarize the pharmaceutical industry perspective about; 1) current challenge of doing (pharmaco)epidemiology
research in Japan; 2) advantage and limitation of using EHR and claims databases for (pharmaco)epidemiology research;
and 3) ideal specs of database for pharmaceutical industry and (pharmaco)epidemiology research.

Keywords: Large Automated Medical Database, Electronic Health Record, Secondary Use,
Phamacoepidemiology, Clinical Epidemiology, Drug, Pharmacovigilance Plan, Post-Marketing
Surveillance
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