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IAG Number: 224-03-2781

- Title: A Pilot Collabomtéi/e Effort between the Consurmer Product Safety Commission
and CFSAN’s Adverse Event Reporting System to improve Patient Safety

Background:

The National Electronic Injury Surveillance System (NEISS), maintained and operated
by the US Consumer Product Safety Commission (CPSC), is an ongoing surveillance
system. routinely used to mionitor consumer product-related injuries treated in US hospital
emergency departments. There are currently 98 NEISS hospital emergency departments
that represent a probability sample of all US and US territory hospitals that have at least
six becs and provide 24-héur emergency services.! Coders review every emergency
department record of the 98 hospitals and extract data pertaining to current needs of the
NEISS system within three to four days. This system is unique in that it captures
emergency room visits, this potentially the serious or most serious adverse event cases.

The Center for Food Safety and Applied Nutrition (CFSAN), Food and Drug
Administration (FDA) recgives adverse event reporls regarding their regulated or
monitared products from consumers and health care practitioners. Unfortunately. it is
estimated that FDA only réceives one percent of the real number of adverse events that
occur in the US. Of greatest concern are serious adverse events that may require medical

intervention.

Description of Work:

The purpose of this effort 15 to improve and enhance passive surveillance data capture of
adverse events pertaining to CFSAN regulated products. CPSC will use its existing
database and surveillance capabilities for this effort.

The goals for the pilot in_ilude, but are not limited to:
e Determine compatibility of electronic data capture systems (NEISS and CFSAN’s

Adverse Event Re;;fprting System (CAERS))

s Capture real time data

s Capture serious ad\{:erse events that may routinely escape reporting in CFSAN’s
CAERS system ¢

s Deterune the useﬂiilness: of NEISS data to CFSAN’s Adverse Event System

s Determine the possfpiliq of increasing the amount of adverse event data for
CFSAN through collsboration with CPSC

e Potentially enhance i:ost-marketing surveillance of CFSAN products
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Determine the ability to improve signal detection

Explore data sets and surveillance tools that already exist in order that FDA not

duplicate efforts

CPSC will:

Work with CSF AN to develop reporting requirements and training materials that
provide coders guidance on cases (0 be collected under this agreement

Train coders to reébgnize and capture food, cosmetic, and selected food
ingredients (monosodium glutamate (MSG), sulfites or olestra) that may have
caused illnesses or-injuries found in emergency rooms in NEISS hospirals

Perform data capturs using these materials and reporting requirements in 34 of its
98 hospital emergency rooms for a two-month period

Collect responses on approximately 15 variables including a “narrative” section
on cases reported during this period '

Visit three hosPitaE, of the 34 (randomly chosen), to perform on-site training and
to perform quality control, evaluating data capture by coders

Initialize their database in order to perform electronic data transfer of the above
mentioned fields arid narrative section

Provide daily dow::zjloads of data gathered from the 34 emergency roores overa
two-month period, 01 August 2003 through 30 September 2003

Provide redacted charts from cooperating hospitals of the patients with illness or
injuries due to food, cosmetic or selected food ingredients

Provide more information on approximatély nine cases, if peeded, by CFSAN

CFSAN, FDA will:

Work with CPSC 1o develdp reporting requirements and training materials that
provide coders guidance on cases to be collected under this agreement

Determine needs fd; and perform the mapping needed for electronic trangfer of
data, to include approximately 15 fields and a narrative

Develop the ability to receive daily downloads of these cases over a two-month

period, 01 August 2003 — 30 September 2003
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Review the data received to determine ability of CFSAN to use this infonfnation

e Request more infoymation on approximately nine cases, if needed

Estimated Cost: _
3C $97,000 in FY 2003 to perform and use its existing

CEFSAN, FDA will provide CP8
database to enhance adverse event capture of CFSAN regulated products, to include those

listed above.
Period of Agreement:
From fully executed agreement to 30 September 2003

i

Travel:
Travel under this agreement is subject to allowances authorized in accordance with

Federal Regulations, J oint:Federal Travel Regulations, and/or Foreign Service
Regulations. .

! Kessler E, Reiff L, Schmeder“j']‘: National Electronic Injury Surveiflance System (NEISS) Sample Design
and Implementation. Washingfon, DC: US Consumer Product Safety Commission, 1997.
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