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Demonstration of a new US web-based system for drug safety monitoring

By Professor K. Arnold Chan
November 12 (Wednesday), 2008
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GAO (Government Account-

ability Office) in March 2006
and that from IOM (Institute

|

of Medicine) in September

2006, the FDA Amendment UniqueDataset

Act (FDAAA) was enacted in | Per-Proj

September 2007. FDAAA { t t
consists of 11 Titles including . ok . surveys . pcimes
Title IX “Enhanced

http://www.i3global.com/DataAssets/
authorities regarding postmarket

safety of drugs“. Section 901 of the Title IX specifies that a pharmaceutical manufacturer may be
required conduct postapproval or study(ies) or clinical trial(s) on the basis of peri-marketing scientific data.
According to the FDAAA, the FDA is not only given more administrative power in terms of post-marketing
assessment of medical products, but is also obliged to facilitate the development of a valid and efficient
post-marketing monitoring infrastructure. Section 905 of FDAAA stipulates that the Secretary of Health
and Human Services in collaboration with public, academic, and private entities (i) develop methods to
obtain access to disparate data sources, (ii) develop validated methods for the establishment of a postmarket
risk identification and analysis system to link and analyze safety data from multiple sources, with the goals
of including, in aggregate (l) at least 25,000,000 patients by July 1, 2010; and (lII) at least 100,000,000
patients by July 1, 2012; and convene a committee of experts. At the same time of the enactment of
FDAAA, the Prescription Drug User Fee Act (PDUFA) was also amended as PDUFA IV where the
following 4 “private entities” are cited as those with which the collaboration has been already established:
(a) Ingenix — i3 Drug Safety, (b) Kaiser Foundation Research Institute, (c) Vanderbilt University and (d)
Harvard Pilgrim Health Care (HMO Research Network). In addition to those data sources, as one of the
“methods for the establishment of a postmarket risk identification and analysis system”, a sequential testing
method (Pharmacoepidemiol Drug Saf 2007; 16:1275) was proposed by Brown, Kulldorff, Chan et al. to
provide population-based estimates of medication-related adverse event rates to support routine, timely
post-marketing surveillance for selected adverse drug events. In brief, it allows the use of large linked
automated clinical databases for prospective monitoring of the new medical products.

Dr. K. Arnold Chan of i3 Drug Safety and Harvard School of Public Health is a lead scientist of the
field of medical product safety monitoring and in his capacity as the Chief Scientist in i3 Drug Safety, is
responsible for the development of a web-based system based on a large proprietary integrated health care
database. On November 12, 2008, he will demonstrate how the system works to provide real-time
analysis results through the web. He also will give important talks on the nature of the electronic data,
specific research methods for these data, and implication of the safety monitoring system.
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