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The current ...FDA...system of regulating drug
safety has serious limitations and is in need of
changes. The major problems include...massive
underreporting of adverse events to the FDA
postmarketing surveillance system reduces the
ability to quantify risk accurately...
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The FDA and drug safety: a proposal for sweeping changes.
Furberg CD, Levin AA, Gross PA, Shapiro RS, Strom BL.
Arch Intern Med 2006 Oct 9; 166(18):1983-42
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Not part of normal routine
Not available at point of
recognition

Duplicate data entry
High nuisance factor

Reporting adverse events interrupts the
routine of providing care and
imposes a burden on providers —
greatly decreasing the probability
that events will be reported
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...gathering and maintaining the data neededaliasparent

...completing and reviewing the information - minimal interaction




The *ASTER Project

Improving The Reporting of Adverse
Events and Making Spontaneous
Reporting Work

The ASTER Collaborators
Partners Healthcare
CDISC / CERNER
CRIX;, International
FDA .

Pfizer

Scalable Model for “Triggered” Reporting

Computer-assisted Surveillance « Data collection incorporated
at point of care
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Retrieve Form for Data-Capture, is an
integration profile jointly developed by
CDISC and IHE, which enables data capture
for clinical research, drug safety, and other
purposes within an EHR session.
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Patient / Physician ([
Interaction

*ASTER started Nov 2008
30 Ambulatory care physicians
Will complete June 2009

> 150 Reports Sent to FDA

David Westfall Bates, MD, M.Sc.

Chief of the Division of General Internal Medicine at the Brigham and Women's
Hospital; Professor of Medicine at Harvard Medical School and Professor of
Health Policy and Management at the Harvard School of Public Health (Co-
Director of the Program in Clinical Effectiveness)
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hartin P. Soloman, another Brigham and Women's interist, said he had submitted only a half
dozen reports in 32 years of seeing patients hecause the reports took so long to fill out and
send. Since the study began Dec. 8, Dr. Soloman estimates he has filed at least a dozen.

Mow when Dr. Solomon notes in a patient's computerized chart that he has dropped = drug
because of a side effect, a window pops up on his cormputer asking for the severity of the
reaction and a few additional details. Then he clicks a submit button.

The process takes Dr. Solomon 30 seconds at most. "It's a blink," he said
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The Postmarketing Reporting System

Providers

Output

ASTER’s output is formatted in ICH/E2B xml
* Qutput is also converted to MedWatch .pdf
file

E.g. XML file

E.g. MedWatch file

...Physician interaction — "a blink (60 secs)”

...time for reviewing instructions - no instructions needed
...searching existing data sources - no searching required
...gathering and maintaining the data needed - transparent

...completing and reviewing the information - minimal interaction




Please see the showcase to see a demonstration
of how RFD facilitates rapid and accurate adverse
event reporting from EHRs
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