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US FDA/CDRH: Japan - U.S. "Harmonization By Doing™ HBD Pilot Program Initiative

US. FOOD+CRUG ADHMINISTRATION
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! CENTER FOR DEVICES AND RADIOLOGICAL HEAITH [

FDA Home Page | CDRH Home Page | Search | A-Z Index Questions?

FDA > CDRH > International Issues > Japan - U.S. "Harmonization By Doing” HBD Pilot Program Initiative

Japan - U.S. "Harmonization By Doing" HBD Pilot
Program Initiative

What is HBD?

What is the HBD initiative?

What are the benefits of HBD?

What does the HBD Pilot program hope to accomplish?
Where has HBD been and where is it today?

What is the current HBD structure?

What are the Working Groups?

Why “Think Tanks”?

How can you participate in the “Think Tanks?”
Upcoming Meetings (Japan-US HBD East 2008 Think Tank Meeting, July 22-23, Tokyo,
Japan)

e Contact Us

What is HBD?

“Harmonization by Doing,” commonly known as HBD, is an international effort to develop global
clinical trials and address regulatory barriers that may be impediments to timely device approvals.
This process is a cooperative effort to move both Japan and the U.S. toward international
regulatory harmonization. Participants in this process include:

e U.S. Food and Drug Administration (FDA) Center for Devices and Radiological Health
(CDRH), .

e Japan 's Pharmaceutical and Food Safety Bureau (PFSB) of the Ministry of Health,
Labour, and Welfare (MHLW) and its review agency, the Pharmaceutical and Medical
Devices Agency (PMDA),

e Duke Clinical Research Institute (DCRI),

Japanese academic community, and

e Japanese and U.S. medical device industry.

http://www.fda.gov/cdrh/international/hbdpilot.html (1/6)2008/03/19 9:38:18
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