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Steven Silverman

Director, Office of Compliance

Center for Device & Radiological Health
10903 New Hampshire Avenue

White Oak Complex, Building 66

Room 3408

Silver Spring, MD 20993-0001

Dear Mr. Silverman,

Last week, | spoke to you, Dr. Shuren, and other CDRH senior management regarding foreign facility
registration and Quality System Regulation compliance issues at the FDA Town Hall meeting in Irving,
Texas. When we spoke together after the meeting, you encouraged me to follow up by email regarding
those issues, and that will happen soon.

However, this letter addresses the more urgent situation of the recent massive earthquake and tsunami in
Japan. As we discussed, my company has humerous clients located there. Since the recent disaster struck,
many of the medical device companies in Japan are focused on assisting the recovery and relief efforts,
including sending devices to the stricken areas, to directly support healthcare providers and patients.

In addition, the U.S. State Department has now requested that all non-essential U.S. citizens avoid travel
to Japan. This unfortunately affects both our company’s ability to provide on-site FDA consulting
services to medical device clients in Japan as well as the ability of those companies to receive proper
guidance regarding FDA compliance. The current situation therefore limits the abilities of those
companies to prepare for upcoming inspections.

Given the travel restriction and recent natural disaster situations, please consider authorizing an
immediate but temporary moratorium regarding FDA inspection activities within Japan, unless there is an
imminent risk to U.S. public health. This moratorium could then be lifted after some months of recovery.

Thank you for your time and consideration.

Best Regards,
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Kenneth L. Block, RAC

U.S. Office Japan Office
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