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STATEMENT OF WORK
INTERAGENCY AGREEMENT BETWEEN
THE CONSUMER PRODUCT SAFETY COMMISSION (CPSC)
AND
THE CENTERS FOR DISEASE CONTROL AND PREVENTION (CDC)
(00FED05404-077)

/5

This document sets forth the teims of agreement for services, supplies, and/or material between
the U.S. Consumer Product Safety Commission (CPSC) and the Department of Health and
Human Services (DHHS), Centers for Disease Control and Prevention (CDC).

This document serves as an addendum to the Interagency Agreement (number O0FED05404)
between the Centers for Disease Control and Prevention and the U.S. Consumer Product Safety
Commission covering the expansion of the National Electronic Injury Surveillance System

(NEISS) to collect data on all injuries.

This addendum covers a special study entitled: “Adverse Events due to Therapeutic Drugs
(ADEs)” which is outlined below. Description of the data collection instrument is attached as

Appendix A.

I DESCRIPTION OF SERVICES

A, Background

Adverse events due to therapeutic drugs (ADEs) may be responsible for over 100,000 deaths a
year, which would make ADEs the 5" leading cause of death in the United States (JAMA
1998;279:1200-5, 1216-7). Several large studies have focused on ADEs in the hospital setting.
In the outpatient setting, however, we know relatively little about adverse drug events.

The National Electronic Injury Surveillance System — All Injury Program (NEISS) can play an
important role in collecting information about outpatient ADEs. In FY(2, apilot study in which
10 NEISS hospital coders were trained to collect data on ADEs for 10 weeks demonstrated the
feasability of training NEISS hospital coders to collect data on ADEs. Based on the results of
the pilot study, the Food and Drug Administration (FDA) and CDC collaborated to improve the
data collection instrument and coder training that was used in the pilot study. CPSC has
incorporated the improved data collection instrument (“second screen™) into the computerized

data collection system used in NEISS.

B. Purpose

All NEISS-AIP hospital coders will now be trained to identify and report information on patients
with ADEs. Hospital coders will be trained during a July training conference. Those hospital
coders who cannot attend the training conference will be trained by a distance education module.
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Data collection using the computerized data instrument will begin August 1 and end of the
current fiscal year. However, the parties in good faith intend to continue the funding and data
collection outlined in this agreement in FY04.. Preliminary data from ADE cases will be
provided to FDA and CDC on a monthly basis in the form of SAS datasets. Final data will be

provided to FDA and CDC at six month intervals.

C. Overview of Methods

1. Training Conference: CPSC will invite hospital coders from all NEISS-AIP hospitals to
attend a training conference on July 30-31, 2003. CPSC will arrange the logistics and
reimbursement of attendees from the NEISS-AIP hospitals. CDC and FDA will create the
training materials to include lecture presentation, handbook, examples, and practice exercises.

2. Distance Education: NEISS-AIP hospital coders who cannot attend the training conference
will be trained by a distance education module based on the conference training. CDC and FDA
will create the CD-ROM based training. CPSC will assist in the distribution of the distance
education module by July 15, 2003 and will ensure that the coders complete the module by July

31, 2003.

3. Data Collection: The computerized data collection instrument specifications are included in
appendix A. The data collection instrument will be available for use by NEISS-AIP coders by
August 1, 2003. CPSC will manage the collection of data in this instrument as it manages other

data reported in NEISS-AIP.

4. Quality Assurance: Data entered in the ADE instrument will be quality reviewed in the
manner of other data entered in NEISS-AIP. In addition, CDC and FDA will be provided with a
preliminary dataset of ADE cases at approximately 2 and 6 weeks afier the training conference
so that timely feedback and follow-up training can be given to hospital coders. Using this data,
CDC researcher, FDA researcher, or CPSC hospital liaison will contact the NEISS hospital
coders to address questions, problems, and to provide feedback on improving ADE case

ascertainment and reporting.

5. Data Deliverv: Preliminary data from ADE cases will be provided to FDA and CDCon a
monthly basis in the form of SAS datasets. Finalized data will be provided to FDA and CDC at
six month intervals. CPSC will also provide data and statistical support so that population-based
estimates, time trends, and comparative estimates may be calculated.

0. DURATION OF AGREEMENT

This agreement is approved from the date of signature for both agencies through September 30, 2003.
Funding for additional years, if required, will be provided separetely by an amendment to this Intra-
agency Agreement, subject to the availability of funds. ‘
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III. ESTIMATED COSTS

The estimated cost of expansion phase of the NEISS Special Study of Adverse Drug Events is $153,000.
The breakdown in cost is as follows: ‘

CPSC Charges .
1. Convening a 2 day NEISS-AIP coding conference in July 2003 $110,000

60 coders from 40 hospitals x $1,833 each coder .
2. Training the remaining NEISS-AIP coders by mailed self-instruction and

self-assessment, and feedback $10,000
35 coders from 25 hospitals x $285 each coder
3. ADE Case reporting for 2 months $8,000
1,000 cases per month x 2 months x $4 each case
4. Administrative costs for quality review of cases and programming support
for reporting cases to CDC and FDA $25,000
$153.000

TOTAL
IV. ACCOUNTING AND BILLING INFORMATION

FOR CPSC:

03 PS EXOB 4310 11179 253e
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APPENDIX A
CDC Adverse Drug Event Special Study
Criteria: Treatment dates — Summer 2003 through Summer 2004
Participants: All all-trauma hospitals (65 hospitals).
Suspended Edits: None
Priority: After poisoning (09) and before firearms (04).
Assignments: If the record is out-of-scope, it cannot be assigned.
Edits: See attached table.
Other: 1) Marking scope on these records is the same as for normal records (spty=0).

2} New daily report for ADE study cases.

3) Add capability to edit/display study record in EPHQ.

4) Priority for changing database applications: EPID, scope, HIDMIG, EPHQ.

5) The list boxes are accompanied by text boxes. These textboxes can be
invisible until the coder choses “other” from the list box. Once the coder has
chosen “other” we would like the form to prompt the coder to “Please sPeclfy”
by entering text in the text box.

6) The options for each list box should come out of a table so if we need to
add or update an option it will only require updating the table.

7) We did not specify the number of varchar for all fields.

8) The number of varchar for a given field is an estimate. Modify based on the

number of varchar you think is needed. ‘

9) Please use QC prompts similar to those used during the ADE pilot study and
based on the same criteria as in the pilot study to apprise the coder that a
particular NEISS case may be an ADE case and they need to fill out the
second screen,

10) Create a new QC prompt that opens a popup dialog box on the event of the
coder clicking on the “special study” screen after they have entered an intent
of 1 (assault) or 2 (suicide) that states, “If this i 1s an mtentlonal or suicidal
incident, do not fill out the ADE second screen.”

11) The coding schema for the list boxes is suggested and was created

with the intention of making it easy to add a new option in the future.
However, if the programmers cannot work with this coding schemna and
need to create a new coding schema that is acceptable.

12) For column names/field names, please use the name listed under the

“Columm” colummn, not the name listed under the “Old name” column.
13} Populate the special study fields: hospital ID, case number, ,
treatment date and patient’s age with the similar fields from the core NEISS
record.
. 14) We may want to change the text box for the question: “What was the
primary reason the patient came to the ED?” to a list box in the future when
we know which options we would want to list.

Tables: Variables for Programming the Adverse Drug Event Special Study Second Screen for:

Table 1: Variables captured by the core NEISS record

Table 2; Variables captured by the Adverse Drug Event Second Screen _
Table 3: Variables for the list boxes incorporated in the ADE Second Screen
Table 4: ADE pilot study second screen: Prototype for ADE Second Screen
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Column

Table 1: Variables captured by the core NEISS record

Description

Edits

- eno

"Old" name [Type

nek

age
bdpt

diag

NEISS diagnosis

disp

Disposition

frv

oC

sex

type

prod1

rodz2

rod3

wt

race

raceoth

ntent

If intent =2 or intent=1 then "error” msg

iagoth

pr dob

cmit

cmiz2

dtbirth

dtcol

dt_col

idtchg

dt_chg

dtrun

seg
sev

pty

ecode

ecodever

ecodesrc

Zip

scope

wordflag

erpage
randnum

pcodes

dt_birth

Case ID

Hosp (D

Coder Initials

Case Trmt Date

Case Pt Age
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Table 3: Variables for the list boxes incorporated in ADE Second Screen

Frequendy
Code Coders Select! Coders Select2
1 One time
2 Daity
3 2% a day
4 3x a day
5 4x a day
6 . 5% or more a day]
88 Other Varchar(300)
99 Unknown
Route
Code Coders Select! Coders Select2 Coders Select3
1 Orally
1.1 Swallowed
1.2 IChewed
1.3 Under tongue
1.88 Other oral Varchar(300)
2 Injected
2.1 ‘ Under skin {(SQ)
2.2 in the muscle (IM)
2.3 in the vein (V)
2.4 In the spinal fiuid (intrathecal)
2.88 Cther injected Varchar(300)
3 Inhaled )
3.1 [Through the mouth
3.2 [Through the nose
3.88 Other inhaled Varchar(300)
-4 Skin Contact
5 In Ear (OT)
6 in Eves (10}
7 in Rectum (PR)
8 In Vagina
88 Other Varchar(300)
89 Unknown
Interval .
Code Coders Selectt Coders Selec{2
1 Hours
2 Days
3 Weeks
4 Months
5 'Years
3 \As Necessary
88 Other Varchar(300)

Unknown
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