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“Unfortunately, many health professionals 
do not think to report adverse events that 
might be associated with medications or 
devices to the Food and Drug 
Administration (FDA) or to the 
manufacturer.  That needs to change...”

Introducing MEDWatch: A New Approach to Reporting Medication and Device 
Adverse Effects and Product Problems

David A. Kessler, MD, for the Working Group

JAMA, June 2,                    Vol 269, No. 211993

1993 to 2009

16 YEARS

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...

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):1983-42Today





Reporting adverse events interrupts the 
routine of providing care and 
imposes a burden on providers –
greatly decreasing the probability 
that events will be reported

• Not part of normal routine
• Not available at point of 

recognition
• Duplicate data entry
• High nuisance factor

We’ve 
electronified 
our old 
business 
model

We need 
business 
models that 
will take 
advantage of 
digitized 
healthcare 
data

...36 minutes per response - under a minute

...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



Improving The Reporting of Adverse 
Events and Making Spontaneous 
Reporting Work

The ASTER Collaborators…
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Scalable Model for “Triggered” Reporting

Public / Private
Organization

Computer-assisted Surveillance

EHR

Provider / Patient

Manufacturers

Regulators

• Data collection incorporated 
at point of care

• Very light footprint for EMR
• Portable to other EMRs, 

applications
• Can take advantage of 

further developments in 
automated recognition

• Global solution
• Structured by safety elements 
requirements (E2B/HL7 ICSR)

• Mediated through RFD, Web 
Forms
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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.

HIMSS07

*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)

Jeffrey A. Linder, MD, MPH, FACP  - PI of *ASTER
Assistant Professor of Medicine, Harvard Medical School
Division of General Medicine and Primary Care, Brigham and Women's Hospital, 
Boston MA
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Output

• ASTER’s output is formatted in ICH/E2B xml

• Output is also converted to MedWatch .pdf 
file

• E.g. XML file

• E.g. MedWatch file

RESULTS TO DATE
...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

michael.ibara@pfizer.com


