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Interagency Agreement
between the
U.S. Food and Drug Administration,
Center for Devices and Radiological Health
and the
U.8. Consumer Product Safety Commission
224-07-6010
Note: This IAG should be processed expeditiously to allow sufficient time for necessary
data collection during this fiscal year.

. Objective

Under this agreement between the Center for Devices and Radiological Health (CDRH) and the
Consumer Product Safety Commission (CPSC), CDRH will contribute to the cost of the National
Electronic Injury Surveillance System (NEISS) and CPSC will maintain and add to the current
scope of NEISS to accommodate the special interests of CIDRH that pertain to the collection of
medical device-associated injury data.

Il. Background

CPSC contracts with hospital emergency departments to collect injury data from emergency
department records for the National Electronic Injury Surveillance (NEISS) system. This system
is used by CPSC to identify and measure the magnitude of injury problems associated with
consumer products that are treated in hospital emergency departments in the U.S. and its
territories. Since 1978, other federal agencies have found it useful to have CPSC expand the
scaope of injury data collected by NEISS for their purposes. This agreement will enable CDRH
to obtain data on adverse events associated with medical devices from NEISS.

[i1. Statement of Work

{nder the terms of this agreement, CDRH will contribute funds to offset the cost of NEISS
contracts in retum for sharing of data from this system.

lInder the terms of this agrecment CPSC will:

1. Deliver to hospital coders instructional materials (or identifying and coding medical

device-associated injuries as provided by CDRH and approved by CPSC, including

printed instructions, coding examples, and background materials.

Provide training with CDRH for hospital coders in the abstraction ol information from

hospital cmergency department records of interest to CDRH for the NEISS primary

screen. ’

3. Collect all medical device case primary sereen data from October 1, 2008 through
Septernber 30, 2009 and provide CDRH with this data.

)
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Clause:

FDA/CIRH plans to continue the project into i’Y 2010 and will actively pursue continued
funding for the project for FY 2010.

IV. Estimated Cost and Conditions of Payment

Under the terms of this agreement, funding from CDRH will be paid to CPSC in FY 2009
immediately upon receipt of the signed interagency agreement and billing statements.

$36,000.00
V. Information Safeguards

CDRH shall comply with the Privacy Act in using and storing information related to this
agreement. CDRH agrees that the identity of any injured person, and of any person who treated
an injured person, shall not, without the consent of person identified, be included in any report of
information made available by CDRH to any of the public. CDRH also agrees that it shall not
disclose information compiled under this agreement to the public if the information describes a
consumer product in such a manner that will permit the public to ascertain readily the identity of
the manufacturer or private labeler unless the Commission is notified, and the Commission
complies with Section 6 (b) of the CPSA (15 U.S.C. 2055).

V1. Method of Payment

FDA/CDRH agrees to contribute $36,000.00 to the cost of the NEISS to accommodate CDRH
plans as specified herein in fiscal year 2009 upon billing through the OPAC system. Upon
receipt of QOPAC statement, FDA/CDRH will make payment to:

CPSC: Debbie Hodge

Director of Division of Finance, CPSC
4330 East West Highway, Rm. 522-A
Bethesda, MD 20814-4408



